From: Wholley, David (FNIH) [T] 


Sent: Sat, 1 Feb 2014 10:26:03 -0500 

To: Collins, Francis (NIH/OD) [E];Burklow, John (NIH/OD) [E] 

Ce: Myles, Renate (NIH/OD) [E];Devaney, Stephanie (NIH/OD) [E] 
Subject: Re: question 
SSE wes 


From: Collins, Francis (NIH/OD) [E] 

Sent: Saturday, February 01, 2014 10:24 AM 

To: Burklow, John (NIH/OD) [E]; Wholley, David (FNIH) [T] 

Ce: Myles, Renate (NIH/ON) [F]; Devaney, Stephanie (NTH/OD) [F] 
Subject: RE: question 


That's a great start! NTE) 


From: Burklow, John (NIH/OD) [E] 
Sent: Saturday, February 01, 2014 10:22 AM 

To: Wholley, David (FNIH) [T] 

Cc: Collins, Francis (NIH/OD) [E]; Myles, Renate (NIH/OD) [E]; Devaney, Stephanie (NIH/OD) [E] 
Subject: Re: question 


Here is the top part of the story from Monica--not to be forwarded. She just wants to check for 
accuracy. Thoughts? 


John 


Here's part of the top of the story -- NOT to be disseminated -- but for fact-checking ONLY: 


POO to be announced Tuesday, the companies and the National 


Institutes of Health have agreed to share scientists, tissue and blood samples, and databases. They aim 
to unlock the biology behind Alzheimer’s disease, Type 2 diabetes, rheumatoid arthritis and lupus, and 
to thereby unearth targets for novel drugs. 


But the collaborators seek something money can’t buy. By pooling their brightest minds and best lab 
discoveries on a defined set of diseases—rather than keeping those assets to themselves—the 
companies and the NIH hope to put together a research system that can decipher the diseases in ways 
they haven't been able to on their own. 


John Burklow 
Associate Director for Communications and Public Liaison 
National Institutes of Health 


NIH - 004724 


Building 1, Roon 
jC] 


(phone) 
301) 496-0017 (fax) 


NIH... Turning Discovery Into Health® 
Celebration of Science at NIH: watch how medical research saves lives and improves health 


On Feb 1, 2014, at 10:13 AM, "Wholley, David (FNIH) [T]" <dwholley@fnih.org> wrote: 


Don't know if that helps 


From: Collins, Francis (NIH/OD) [E] 

Sent: Saturday, February 01, 2014 09:41 AM 

To: Burklow, John (NIH/OD) [E] 

Ce: Myles, Renate (NIH/OD) [E]; Wholley, David (FNIH) [T] 
Subject: RE: question 


Looping in David Wholley to be sure he agrees 


FC 


From: Burklow, John (NIH/OD) [E] 
Sent: Friday, January 31, 2014 10:53 PM 
To: Collins, Francis (NIH/OD) [E] 

Cc; Myles, Renate (NIH/OD) [E] 
Subject: Fwd: question 


Hi, Francis-- 

Just checking on this. I'm assuming no research would be stopped, but want to check. 
Thx, 

John 

John Burklow 

Associate Director for Communications and Public Liaison 

National Institutes of Health 


Building 1, Room 
[ENG (prone) 


NIH - 004725, 


(301) 496-0017 (fax) 
[SCO] 


NIH... Turning Discovery Into Health® 
Celebration of Science at NIH: watch how medical research saves lives and improves health 
Begin forwarded message: 


From: "Langley, Monica" <Monica.Langley@wsj.com> 
Date: January 31, 2014, 10:25:06 PM EST 


To: OS NN, "Myles, Renate (NIH/OD) [E] TO 
[ee eae XO) 
Subject: question 


We say that the companies must share their scientists, data and samples on the diseases being 
researched, 

Question: 

Do these companies now have to stop their research on these four diseases back in their own labs? Or 
just disclose all from their own labs? 

Thanks. 


Monica Langley 


Senior Special Writer 
The Wall Street Journal 


NIH - 004726 


From: Wholley, David (FNIH) [T] 


Sent: Sat, 1 Feb 2014 10:25:05 -0500 
To: Collins, Francis (NIH/OD) [E] 
Subject: Fw: Estimate of Lilly's contribution to the DIAN and A4 sola trials 


Fyi, saw you were not copied 


From: Ringel Michael 

Sent: Saturday, February 01, 2014 10:06 AM 

To: Myles, Renate (NIH/OD) [E]; Palisch Chase (000; wholley, David (FNIH) [7]; 
‘hutton_michael@lilly.com' <hutton_michael@lilly.com> 

Ce: Cairns-Smith Sarah (0) SG; Burklow, John (NIH/OD) [E]; Devaney, 
Stephanie (NIH/OD) [E] 

Subject: Re: Estimate of Lilly's contribution to the DIAN and A¢ sola trials 


Renate, 

Please let us know the final figures you decide, so we can adjust our materials to match your final press 
release. 

Thx, 

Michael 


From: Myles, Renate (NIH/OD) [E] (oe 

Sent: Saturday, February 01, 2014 07:34 AM Central Standard Time 

To: Palisch Chase; Wholley, David (FNIH) [T] <dwholley@fnih.org>; Michael Leslie Hutton 
<hutton_michael@lilly.com> 

Ce: Ringel Michael; Cairns-Smith Sarah; Burklow, John (NIH/OD) [E] oe; 
Devaney, Stephanie (NIH/OD) [E] 

Subject: RE: Estimate of Lilly's contribution to the DIAN and A¢4 sola trials 


Hi Chase: 
We're checking these numbers with Francis but | just want to confirm that we now drop the asterisk: 
I'll send latest versions once we hear back from Francis on the numbers. 


Best, 
Renate 


From: Palisch Chase 

Sent: Friday, January 31, 2014 7:17 PM 

To: Myles, Renate (NIH/OD) [E]; Wholley, David (FNIH) [T]; Michael Leslie Hutton 

Ce: Ringel Michael; Cairns-Smith Sarah; Burklow, John (NIH/OD) [E]; Devaney, Stephanie (NIH/OD) [E] 
Subject: FW: Estimate of Lilly's contribution to the DIAN and A¢ sola trials 


Hi Renate, 


NIH - 004727 


DO ras just provided the estimate of Lilly's in-kind contributions at over 


Because we are trying to show the parity between NIH and industry investments, | think it would be 
more than fair to show the original NIH investment of OM, Alzheimer's disease with industry 
matching wit! in in-kind contribution. 

| have included updated numbers below which can be filtered through the latest NIH fact sheets. 


Please let me know if you have any questions. 


Thanks, 
Chase 


Total Total 
ae ject —- NIH -_—“a 


| _ Alzheimer’s Disease _| Disease | 676 | 6 | 674 4 


Type 2 Diabetes a 


Rheumatoid Arthritis and 
Lupus 41.6 20.7 


[tort Tet tt tt6.t 


Chase Palisch 
THE BOSTON CONSULTING GROUP 
Tel. +1301 664 7462 « Mobile| 


From: Michae! Leslie Hutton [mailto:ht michael@lilly. 

Sent: Friday, January 31, 2014 5:31 PM 

To: Palisch Chase 

Subject: Fw: Estimate of Lilly's contribution to the DIAN and A¢ sola trials 


Best we could do with limited notice. 


| 


Mike 


The Boston Consulting Group, Inc 


contain confidential and/or privileged information. If you are not an addressee or 
you should not use, copy, disclose or take any action based on this e- 


This e-mail message 
otherwise authorized to re 
mail or any information contained in the message. Ifyou have received this material in error, please advise the 


ve this mes: 


sender immediately by reply e-mail and delete this message. Thank you. 


NIH - 004728 


From: Wholley, David (FNIH) [T] 


Sent: Sun, 2 Feb 2014 00:09:31 -0500 

To: Collins, Francis (NIH/OD) [E];Devaney, Stephanie (NIH/OD) [E];Myles, Renate 
(NIH/OD) [E];Hudson, Kathy (NIH/OD) [E];Burklow, John (NIH/OD) [E] 

Subject: Re: Final Fact Sheets 


EDOM view 


From: Collins, Francis (NIH/OD) [E] 

Sent: Saturday, February 01, 2014 09:58 PM 

To: Devaney, Stephanie (NIH/OD) [E]; Myles, Renate (NIH/OD) [E]; Hudson, Kathy (NIH/OD) [E]; 
Burklow, John (NIH/OD) [E] 

Cc; Wholley, David (FNIH) [T] 

Subject: RE: Final Fact Sheets 


Yes, we need David's input (looping him in here) iI) 
EE 


From: Devaney, Stephanie (NIH/OD) [E] 

Sent: Saturday, February 01, 2014 6:29 PM 

To: Collins, Francis (NIH/OD) [E]; Myles, Renate (NIH/OD) [E]; Hudson, Kathy (NIH/OD) [E]; Burklow, 
John (NIH/OD) [E] 

Subject: Re: Final Fact Sheets 


Hi Francis - 


I'll check with David, 


It seems like Janet may be at the press event, her assistant asked me for the end time so she could 
update the calendar. 


Steph 


From: Collins, Francis (NIH/OD) [E] 

Sent: Saturday, February 01, 2014 05:34 PM 

To: Myles, Renate (NIH/OD) [E]; Hudson, Kathy (NIH/OD) [E]; White, Pat (NIH/OD) [E]; Burklow, John 
(NIH/OD) [E]; Devaney, Stephanie (NIH/OD) [E]; Jackson, Calvin (NIH/OD) [E] 

Subject: RE: Final Fact Sheets 


Hi Renate, 


NIH - 004729 


| will send a note right now to the three IC Directors about the change in dollar figures. 


FC 


From: Myles, Renate (NIH/OD) [E] 
Sent: Saturday, February 01, 2014 3:22 PM 

To: Collins, Francis (NIH/OD) [E]; Hudson, Kathy (NIH/OD) [E]; White, Pat (NIH/OD) [E]; Burklow, John 
(NIH/OD) [E]; Devaney, Stephanie (NIH/OD) [E]; Jackson, Calvin (NIH/OD) [E] 

Subject: FW: Final Fact Sheets 


Apologies, one foundation was cut off in box of partners. Fixed here. 


From: Myles, Renate (NIH/OD) [E] 

Sent: Saturday, February 01, 2014 2:01 PM 

To: Collins, Francis (NIH/OD) [E]; Hudson, Kathy (NIH/OD) [E]; White, Pat (NIH/OD) [E]; Burklow, John 
(NIH/OD) [E]; Devaney, Stephanie (NIH/OD) [E]; Jackson, Calvin (NIH/OD) [E] 

Subject: Final Fact Sheets 


Hi Francis: 


The attached general and disease fact sheets reflect your edits, 


| just wanted to check that we are ready to call these final. | would also like to share these with the IC 
communications directors, but thought that you might want to alert the IC directors of the revised 
numbers before | circulated to them. 


The release is still in HHS clearance, but | expect to have final input on Monday morning. Thus far, edits 
have been minor. | will circulate revisions before we finalize. 


NIH - 004730 


Thanks, 
Renate 


NIH - 004731 


From: Wholley, David (FNIH) [T] 


Sent: Sun, 2 Feb 2014 11:52:44 -0500 

To: Myles, Renate (NIH/OD) [E];Collins, Francis (NIH/OD) [E];Devaney, Stephanie 
(NIH/OD) [E];Hudson, Kathy (NIH/OD) [E];Burklow, John (NIH/OD) [E] 

Subject: RE: Final Fact Sheets 


Renate, these look good. | guess the only thing-and it is a small thin; 


From: Myles, Renate (NIH/OD) [E] 

Sent: Sunday, February 02, 2014 11:42 AM 

To: Collins, Francis (NIH/OD) [E]; Devaney, Stephanie (NIH/OD) [E]; Hudson, Kathy (NIH/OD) [E]; 
Burklow, John (NIH/OD) [E]; Wholley, David (FNIH) [T] 

Subject: RE: Final Fact Sheets 


Good morning: 


I've made the requested changes. Notably: 


Best, 
Renate 


From: Wholley, David (FNIH) [T] 

Sent: Sunday, February 02, 2014 12:10 AM 

To: Collins, Francis (NIH/OD) [E]; Devaney, Stephanie (NIH/OD) [E]; Myles, Renate (NIH/OD) [E]; 
Hudson, Kathy (NIH/OD) [E]; Burklow, John (NIH/OD) [E] 

Subject: Re: Final Fact Sheets 


NIH - 004732 


OG. my view 


From: Collins, Francis (NIH/OD) [E] 

Sent: Saturday, February 01, 2014 09:58 PM 

To: Devaney, Stephanie (NIH/OD) [E]; Myles, Renate (NIH/OD) [E]; Hudson, Kathy (NIH/OD) [E]; 
Burklow, John (NIH/OD) [E] 

Ce: Wholley, David (FNIH) [T] 

Subject: RE: Final Fact Sheets 


Yes, we need David's input (looping him in here lil) ) 


From: Devaney, Stephanie (NIH/OD) [E] 

Sent: Saturday, February 01, 2014 6:29 PM 

To: Collins, Francis (NIH/OD) [E]; Myles, Renate (NIH/OD) [E]; Hudson, Kathy (NIH/OD) [E]; Burklow, 
John (NIH/OD) [E] 

Subject: Re: Final Fact Sheets 


Hi Francis - 


I'll check with David, 


It seems like Janet may be at the press event, her assistant asked me for the end time so she could 
update the calendar. 


Steph 


From: Collins, Francis (NIH/OD) [E] 

Sent: Saturday, February 01, 2014 05:34 PM 

To: Myles, Renate (NIH/OD) [E]; Hudson, Kathy (NIH/OD) [E]; White, Pat (NIH/OD) [E]; Burklow, John 
(NIH/OD) [E]; Devaney, Stephanie (NIH/OD) [E]; Jackson, Calvin (NIH/OD) [E] 

Subject: RE: Final Fact Sheets 


Hi Renate, 


Looking good. Just a few fix ups: 


NIH - 004733 


| will send a note right now to the three IC Directors about the change in dollar figures. 


FC 


From: Myles, Renate (NIH/OD) [E] 

Sent: Saturday, February 01, 2014 3:22 PM 

To: Collins, Francis (NIH/OD) [E]; Hudson, Kathy (NIH/OD) [E]; White, Pat (NIH/OD) [E]; Burklow, John 
(NIH/OD) [E]; Devaney, Stephanie (NIH/OD) [E]; Jackson, Calvin (NIH/OD) [E] 

Subject: FW: Final Fact Sheets 


Apologies, one foundation was cut off in box of partners. Fixed here. 


From: Myles, Renate (NIH/OD) [E] 

Sent: Saturday, February 01, 2014 2:01 PM 

To: Collins, Francis (NIH/OD) [E]; Hudson, Kathy (NIH/OD) [E]; White, Pat (NIH/OD) [E]; Burklow, John 
(NIH/OD) [E]; Devaney, Stephanie (NIH/OD) [E]; Jackson, Calvin (NIH/OD) [E] 

Subject: Final Fact Sheets 


Hi Francis: 


The attached general and disease fact sheets reflect your edits, 


| just wanted to check that we are ready to call these final. | would also like to share these with the IC 
communications directors, but thought that you might want to alert the IC directors of the revised 
numbers before | circulated to them. 


The release is still in HHS clearance, but | expect to have final input on Monday morning. Thus far, edits 
have been minor. | will circulate revisions before we finalize. 


Thanks, 
Renate 


NIH - 004734 


From: Wholley, David (FNIH) [T] 


Sent: Mon, 23 Jun 2014 08:29:50 -0400 
To: Collins, Francis (NIH/OD) [E] 
Subject: Re: Plans for BIO on Wednesday 


Francis, a couple of minor suggestions: 


From: <Collins>, "Francis [E] (NIH/OD)" oo 

Date: Sunday, June 22, 2014 at 7:28 PM 

To: "lundberg_jan@lilly. com" <lundberg jan@lilly.com> 

Ce: David Wholley <dwholley@fnih.org>, Ellen Gadbois (HG, "Pelis, Kim (NIH/OD) 
(€)" NANO), "George, ill (NIH/O0) (€]" OO) 


Subject: Plans for BIO on Wednesday 
Hi Jan, 


| gather that the AMP presentation plans at BIO have been evolving a bit. What | have for the current 
agenda is below. They are now encouraging panelists to use visuals if we'd like to. 


Attached is a draft set of ppts that | plan to use for the opening 10 minutes, to set the stage. How does 
that look to you? Suggestions? 


Best, Francis 


NIH - 004735 


From: Wholley, David (FNIH) [T] 


Sent: Mon, 23 Jun 2014 17:19:27 -0400 

To: Collins, Francis (NIH/OD) [E];George, Jill (NIH/OD) [E];Pelis, Kim (NIH/OD) 
[E];Gadbois, Ellen (NIH/OD) [E] 

Subject: Re: Plans for BIO on Wednesday 

Looks good. 


From: Collins, Francis (NIH/OD) [E] 

Sent: Monday, June 23, 2014 04:12 PM 

To: George, Jill (NIH/OD) [E]; Pelis, Kim (NIH/OD) [E]; Gadbois, Ellen (NIH/OD) [E]; Wholley, David 
(FNTH) [T] 

Subject: FW: Plans for BIO on Wednesday 


Response from Jan Lundberg is below and attached. Any concerns? 


FC 


From: Pamela J Edmonds [mailto:edmonds_pamela_j@lilly.com] On Behalf Of Jan Lundberg 
Sent: Monday, June 23, 2014 9:59 AM 

To: Collins, Francis (NIH/OD) [E] 

Ce: Jan Lundberg 

Subject: RE: Plans for BIO on Wednesday 


Francis, 


Thanks for your presentation. I believe this will be a very good introduction to start the session. 
One comment, /) )/§@G is not available due to personal reasons. I’m sure we will have a good 
discussion and it will allow enough time for each of the introductory speakers as well. [ presume 
that you can also represent academia as well as the NIH. 


Finally, please find a copy of the slides that I plan to use, which will build very well on your 
introductory remarks. Since (@ is not part of the autoimmune program, | will not cover this. 


I would welcome any suggestions you would have for the industry messaging, and I will try to 
have both general comments on the industry participation 
Further, I have also specifically looked into the topic of AMP and IMI alignment and how 6 


avoid unnecessary duplications, i [i [les 


See you in San Diego! 


Best, 
Jan 


NIH - 004736 


From: Collins, Francis (NIH/OD) [EI oo 

Sent: Sunday, June 22, 2014 7:29 PM 

To: Jan Lundberg 

Cc: Wholley, David (FNIH) [1]; Gadbois, Ellen (NIH/OD) [E]; Pelis, Kim (NIH/OD) [E]; George, Jill 
(NIH/OD) [E] 

Subject: Plans for BIO on Wednesday 


Hi Jan, 


| gather that the AMP presentation plans at BIO have been evolving a bit. What! have for the current 
agenda is below. They are now encouraging panelists to use visuals if we’d like to. 


Attached is a draft set of ppts that | plan to use for the opening 10 minutes, to set the stage. How does 
that look to you? Suggestions? 


Best, Francis 


NIH - 004737 


From: Wholley, David (FNIH) [T] 


Sent: Tue, 2 Jul 2013 08:12:08 -0400 

To: Collins, Francis (NIH/OD) [E] 

Ce: Freire, Maria (FNIH) [T];Wood, Gretchen (NIH/OD) [E];Hudson, Kathy (NIH/OD) 
[E];McManus, Ayanna (NIH/OD) [E] 

Subject: Re: this afternoon's meeting 


Sure Francis, will do. 


From: Collins, Francis (NIH/OD) [E] 

Sent: Tuesday, July 02, 2013 07:50 AM 

To: Wholley, David (FNIH) [T] 

Cc: Freire, Maria (FNIH) [T]; Wood, Gretchen (NIH/OD) [E]; Hudson, Kathy (NIH/OD) [E]; McManus, 
Ayanna (NIH/OD) [E] 

Subject: this afternoon's meeting 


Hi David, 
For this afternoon’s meeting, can you bring along a current outline of the governance plan for TVC? 


Issues that we will need to discuss will include: 


There will no doubt be more! 
See you soon. 


FC 


NIH - 004738 


From: Wholley, David (FNIH) [T] 


Sent: Wed, 11 Feb 2015 10:32:34 -0500 

To: Collins, Francis (NIH/OD) [E] 

Ce: Wood, Gretchen (NIH/OD) [E];Boskent, Celeste (NIH/OD) [E];Gadbois, Ellen 
(NIH/OD) [E];Melencio, Cheryl (FNIH) [T] 

Subject: AMP Extended EC Meeting 

Attachments: AMP Extended EC Meeting Dates -- MAY 2015.xIsx 

Francis: 


Here is our progress so far on getting dates for the AMP Extended EC call. The best date for getting all 
the industry folks on board looks like Friday, May 1 (I don’t know what it is about Friday afternoons...) 
though we may have issues with a few NIH folks. Can you have a look and let me know your thoughts, 
so we can get something locked down on the calendars? 

Thank you 

David 


NIH - 004739 


Chin, PhRMA 


Lifton, Yale 


Carter, NIAMS Possible conflict 


‘Smith, NIDDK 


NIH - 004740 


From: Wholley, David (FNIH) [T] 


Sent: Tue, 15 Sep 2015 15:58:28 -0400 

To: Collins, Francis (NIH/OD) [E] 

Ce: Gadbois, Ellen (NIH/OD) [E];Hudson, Kathy (NIH/OD) [E] 

Subject: RE: Invitation - OM Neuroscience Forum Meeting (November 10) 


Hi Francis: | checked with BCG and they said the choice of AMP disease areas was fairly high level and 
the four areas selected for white paper analysis (immune mediated, Alzheimer’s, T2D, and 
schizophrenia) were fairly obvious from the start—there was never an exhaustive survey of disease 
areas, and pain was never considered. | am setting up a call with Walter to discuss hopefully before the 
EC. David 


From: Collins, Francis (NIH/OD) [E] 

Sent: Friday, September 11, 2015 3:05 PM 

To: Wholley, David (FNIH) [T] <dwholley@fnih.org> 

Cc: Gadbois, Ellen (NIH/OD) [E] yy Koroshetz, Walter (NIH/NINDS) [E] 
(ANNNG; Hudson, Kathy (NIH/OD) [E] NOG; Tabak, Lawrence 
(NIH/OD) [E] [oe 


Subject: RE: Invitation - OM Neuroscience Forum Meeting (November 10) 


OK, let’s raise the issue with the EC. 


From: Wholley, David (FNIH) [T] 

Sent: Friday, September 11, 2015 10:49 AM 

To: Collins, Francis (NIH/OD) [E] 

Cc: Gadbois, Ellen (NIH/OD) [E]; Koroshetz, Walter (NIH/NINDS) [E]; Hudson, Kathy (NIH/OD) [E]; 
Tabak, Lawrence (NIH/OD) [E] 

Subject: RE: Invitation - IOM Neuroscience Forum Meeting (November 10) 


Sorry, Francis: hit send too soon. On your last question, | think some combination of discussion at the 
Forum and within our EC would yield better information on initial pharma interest. We can decide from 
there how to best refine and confirm that—which | think we’d want to do prior to committing resources 
to the kind of research plan development process we managed for the three existing AMP disease 
areas. David 


From: Wholley, David (FNIH) [1] 


Sent: Friday, September 11, 2015 10:39 AM 

To: Collins, Francis (NIH/OD) [E] Toe 

Cc: Gadbois, Ellen (NIH/OD) [E]/) 7 ®@@; Koroshetz, Walter (NIH/NINDS) [E] 

; Hudson, Kathy (NIH/OD) [E] (UO; Tabak, Lawrence 
(NIH/OD) (E] [ll ECONO 


Subject: RE: Invitation - OM Neuroscience Forum Meeting (November 10) 


Hi Francis; 
Yes, | was definitely planning to present industry funding interest and likely support as a key criterion for 
moving forward. The original scan of disease areas predated FNIH’s involvement, but | can check with 


NIH - 004741 


some folks to find out if pain was ever included. Walter, please let me know if you’d like to discuss 
background on this further. 
Thanks, David 


From: Collins, Francis (NIH/OD) [E] 

Sent: Friday, September 11, 2015 10:04 AM 

To: Wholley, David (FNIH) [T] <dwholley@fnih.org> 

Cc: Gadbois, Ellen (NIH/OD) [E] OG Koroshetz, Walter (NIH/NINDS) [E] 
[ENG ; Hudson, Kathy (NIH/OD) [E] LENO; Tabak, Lawrence 
(NIH/OD) [2] 7 eo 


Subject: FW: Invitation - OM Neuroscience Forum Meeting (November 10) 
Hi David, 


It’s great that the OM Neuroscience Forum sees AMP as a model for other projects, But of course our 
rule for exploring new applications has been that substantial interest (and therefore funding) from 
industry must be evident. | would think |OM needs to know about that requirement, | don’t recall 
whether pain was on the list of considerations when the original contest was held for target areas — can 
you check that history? | see a proposed speaker from Pfizer, but might there be other pharmas that 
have an interest in this area that could be included? 


There is indeed an NIH-wide Pain Consortium, and its current chair is Walter Koroshetz, Director of 
NINDS. I’m looping him in. 


Francis 


From: Wholley, David (FNIH) [T] 

Sent: Thursday, September 10, 2015 5:28 PM 

To: Collins, Francis (NIH/OD) [E] 

Ce: Gadbois, Ellen (NIH/OD) [E] 

Subject: FW: Invitation - IOM Neuroscience Forum Meeting (November 10) 


Francis: 

| wanted you to see the attached proposal from the IOM Neuroscience Forum (an IOM subgroup co- 
chaired by Steve Hyman and Story Landis with about twenty members, including several NIH Institute 
Directors) to have presentations on AMP and discussion of whether and how to create an AMP add-on 
for pain at their next meeting on November 10. Neil Buckholtz had presented the AMP-AD story to the 
group in their June 4 meeting (I was unable to attend but Rosa Canet-Aviles from my staff was there) 
and was apparently quite successful in stimulating this further discussion to include reviews of what the 
other disease areas are doing. (Relevant excerpt from the meeting minutes provides more context 
below). 


| will of course accept the invitation, but wanted you to know about it and get your thoughts on whether 
and how to proceed, as there is no single NIH Institute that owns the pain area. We might bring it up as 
part of our next AMP EC meeting in two weeks, or could wait to see how the discussion at the Forum 
develops. Please let me know your thoughts. 


Regards, David 


NIH - 004742 


Next steps: 

e Given the potential impact of AMP, several forum members considered 
other CNS conditions and diseases that might be worth adding to the 
project—specifically, pain, Parkinson’s disease (PD), and post-traumatic 
stress disorder (PTSD). There was quite a bit of discussion around pain as 
NINDS and the National Institute on Drug Abuse (NIDA) already have pain 
registries and NIH is also in the process of creating a pain research 
strategy. Hyman and Landis suggested having a small half-day or one-day 
meeting with industry, government, and non-government representatives to 
further explore the targets and biomarkers for those conditions to determine 
whether there is enough traction to move them forward. Greely added that 
it would be important to know if the pilot projects are working and if there 
are any best practices that could be used going forward. 


From: Posey Norris, Sheena [mailto:SPosey@nas.edu] 

Sent: Thursday, September 10, 2015 8:41 AM 

To: Wholley, David (FNIH) [T] <dwholley@fnih.org> 

Subject: Invitation - OM Neuroscience Forum Meeting (November 10) 


Dear Dr. Wholley, 


| hope this email finds you well. |am contacting you on behalf of the Institute of Medicine, to invite you 
to attend the upcoming Forum on Neuroscience and Nervous System Disorders meeting on Tuesday, 


November 10" in Washington, DC. 


At the November meeting, we plan to have a session on the Accelerating Medicines Partnership, 
specifically focusing on the progress of the current projects (what has worked well, challenges, etc.), as 
well as what would be needed to make pain a good candidate for this approach. We would like to invite 
you to provide a 10-15 presentation providing a broad overview of AMP and the process for 
potentially proposing a new disease area. Attached is a draft agenda for the session. 


Please let me know if you have any questions. We hope that you will be able to attend. 


All the best, 
Sheena 


Sheena M. Posey Norris, M.S. 

Associate Program Officer 

Board on Health Sciences Policy 

Institute of Medicine | iom.nationalacademies.org 

The National Academies of Sciences, Engineering, and Medicine 


NIH - 004743, 


500 Sth Street, NW 
Washington, DC 20001 
Office: 202-334-2429 
Fax: 202-334-1329 
Email: sposey@nas.edu 


Follow Us BODN 


The National Academies of 
SCIENCES * ENGINEERING * MEDICINE 
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From: Wholley, David (FNIH) [T] 


Sent: Thu, 13 Jun 2013 17:24:10 -0400 
To: Collins, Francis (NIH/OD) [E] 
Subject: RE: Grieving with you 


Thank you for your good wishes and sympathy Francis. It mean much to receive this. David 


From: Collins, Francis (NIH/OD) [E] 
Sent: Sunday, June 02, 2013 5:56 PM 
To: Wholley, David (FNIH) [T] 

Cc: Freire, Maria (FNIH) [T] 

Subject: Grieving with you 


Dear David, 


Francis 
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From: Wholley, David (FNIH) [T] 


Sent: Sat, 13 Jun 2015 18:28:33 -0400 

To: Austin, Christopher (NIH/NCATS) [E];Collins, Francis (NIH/OD) [E] 
Ce: Melencio, Cheryl (FNIH) [T] 

Subject: Re: Message from Lorne Hepworth, Chair, Genome Canada 


Great to see they finally have a leader. Yes Chris let's follow up on your visit and the tox project 
as well--eager to hear your insights. David 

Sent from my BlackBerry 10 smartphone. 

From: Austin, Christopher (NIH/NCATS) [E] 

Sent: Saturday, June 13, 2015 1:16 PM 

To: Collins, Francis (NIH/OD) [E] 

Cc: Wholley, David (FNIH) [T] 

Subject: RE: Message from Lorne Hepworth, Chair, Genome Canada 


Sounds good! 


David — I'll have Sean set up a time to talk. Part of the reason | was able to make sense of the place is 
our conversation before my visit, so will be good to loop back. 


From: Collins, Francis (NIH/OD) [E] 

Sent: Saturday, June 13, 2015 1:14 PM 

To: Austin, Christopher (NIH/NCATS) [E] 

Cc: Wholley, David (FNIH) [T] 

Subject: RE: Message from Lorne Hepworth, Chair, Genome Canada 


Thanks for this report, Chris! | am looping in David Wholley, who may well want to ask you about more 
details. There are many potential areas of synergy between AMP and IMI, but it’s been hard to make 
the most of them when the Exec Dir position was undecided. 


FC 


From: Austin, Christopher (NIH/NCATS) [E] 

Sent: Saturday, June 13, 2015 1:12 PM 

To: Collins, Francis (NIH/OD) [E] 

Subject: RE: Message from Lorne Hepworth, Chair, Genome Canada 


| visited two weeks ago, spent entire day there with Irene Norstedt and her staff. She told me the 
selection of the new ExecDir had been made and would be announced shortly but couldn’t tell me who 
it was yet. | am glad to say | finally understand IMI, and there was great enthusiasm on their part to 
work with us on tox among other things — we’re putting together a joint meeting to discuss further with 
staff. At the end of that visit | had an excellent phone call with Giulia Del Brenna, Deputy Head of 
Cabinet of EC Commissioner Carlos Moedas. | had written Carlos after hearing about him at Hever, and 
was supposed to meet with both him and Giulia, but a visit from the Tunisian Prime Minister intervened 
that day. They were also surprisingly and genuinely enthusiastic about working with NIH. BTW Irene will 
be going back to her previous position at IMI covering pharmacogenomics and rare diseases, so still a 
good connection for us. 
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| don’t know Pierre Meulien — looks like |’ll need to get to know him. 


From: Collins, Francis (NIH/OD) [E] 

Sent: Saturday, June 13, 2015 1:05 PM 

To: Austin, Christopher (NIH/NCATS) [E] 

Subject: FW: Message from Lorne Hepworth, Chair, Genome Canada 


IMI finally has a new Exec Dir. When were you planning to visit, or has that already happened? 


From: Brigitte Vaillant [mailto: bvaillant@genomecanada.ca] 
Sent: Friday, June 12, 2015 4:28 PM 

To: Brigitte Vaillant 

Subject: Message from Lorne Hepworth, Chair, Genome Canada 


It is with mixed emotions that I inform you that Dr. Pierre Meulien will be stepping down as President 
and CEO of Genome Canada on July 17, 2015. On behalf of all my colleagues on Genome Canada’s Board 
of Directors, 1 can truly say that Pierre has been an exceptional leader and visionary and has contributed 
a great deal towards advancing genomic science, technology and innovation in Canada. We sincerely 
thank him for his tireless dedication and many achievements that have benefited the Canadian genomics 
enterprise and Canadians at large. 


While we regret to see him go, we are thrilled for him that he has accepted a new post as Executive 
Director of the Innovative Medicines Initiative (IMI) program based in Brussels, Belgium. This is a3 
billion euro joint venture between the European Commission and the European pharmaceutical industry, 
created in an effort to accelerate the development of, and patient access to, innovative medicines, 
particularly in areas where there is an unmet medical or social need. 


It is a great pleasure and honor for Genome Canada to see a member of our executive team recognized 
by his peers and asked to occupy a senior position in such a high-profile organization that supports 
public-private partnership. Although Canada is losing a tremendous leader, Pierre will certainly continue 
to use his talents for the benefit of humanity and the scientific community. 


On behalf of the Board and staff of Genome Canada, our partners in the regional Genome Centres and 
Canada’s genomics research community, I wish Pierre a great deal of success in his new role. A search 
has commenced for his replacement. We are grateful that Dr. Cindy Bell, a long-standing member of 
Genome Canada’s executive management team has agreed to serve as President and CEO of Genome 
Canada on an interim basis. 


orne Hepworth 

aair, Board of Directors 

*ésident, Conseil d’administration 

50, rue Metcalfe Street, Suite 2100 
ttawa, ON K2P 1P1 


ww.genomecanada.ca 


GenomeCanada 
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From: Wholley, David (FNIH) [T] 


Sent: Sun, 2 Feb 2014 00:01:00 -0500 
To: Burklow, John (NIH/OD) [E];Collins, Francis (NIH/OD) [E] 
Subject: Re: Question about other ICs. 


My only question was whether NHGRI nas some role in the portal construction via BD2K and should be 
invited. 


From: Burklow, John (NIH/OD) [E] 

Sent: Saturday, February 01, 2014 06:05 PM 
To: Collins, Francis (NIH/OD) [E] 

Ce: Wholley, David (FNTH) [T] 

Subject: Re: Question about other ICs. 


Ok, will do! 
John Burklow 
Associate Director for Communications and Public Liaison 
National Institutes of Health 
Building 1, Room 344 
MMO (phone) 
301) 496-0017 (fax) 
NIH... Turning Discovery Into Health® 
Celebration of Science at NIH: watch how medical research saves lives and improves health 


On Feb 1, 2014, at 6:04 PM, "Collins, Francis (NIH/OD) [E]" SS wrote: 


Good point, it would be nice to invite NINDS. 


From: Burklow, John (NIH/OD) [E] 

Sent: Saturday, February 01, 2014 6:03 PM 

To: Collins, Francis (NIH/OD) [E]; Wholley, David (FNIH) [T] 
Subject: Question about other ICs. 


Francis, David-- 


I've been focused on NIA, NIDDK, NIAMS, NIMH, and NIAID re: Tuesday's event. Should I 
also invite/alert NINDS? Or any others? 


Thanks, 


John 
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John Burklow 
Associate Director for Communications and Public Liaison 
National Institutes of Health 
Building 1, Room 344 
(phone) 
(301) 496-0017 (fax) 
a) 


NIH... Turning Discovery Into Health® 


Celebration of Science at NIH: watch how medical research saves lives and improves health 
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From: 
Sent: 
To: 

Ce: 
Subject: 


Francis: 


Thanks for clari 


Wholley, David (FNIH) [T] 

Wed, 11 Jun 2014 10:08:38 -0400 

Collins, Francis (NIH/OD) [E] 

Hudson, Kathy (NIH/OD) [E];Freire, Maria (FNIH) [T] 
Answers to LungMAP questions 


Hope this further clarifies things 


Regards, 
David 


From: <Collins>, "Francis [E] (NIH/OD)" oe 


Date: Saturday, June 7, 2014 at 2:49 PM 


To: "Freire, Maria (FNIH) (T]" NOG, Kathy Hudson Hae david 
Wholley <dwholley@fnih.org> 
Subject: RE: Answers to LungMAP questions 


Thanks forthe fllow up. My question about iii TER 
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FC 


From: Freire, Maria (FNIH) [T] 

Sent: Friday, June 06, 2014 7:44 PM 

To: Collins, Francis (NIH/OD) [E]; Hudson, Kathy (NIH/OD) [E] 
Cc: Wholley, David (FNIH) [T] 

Subject: Fw: Answers to LungMAP questions 


Francis, Kathy - | asked David for help in answering the questions on LungMap that arose during our 
conversation on Tuesday, Below are his replies. 


Have a great weekend, Maria 


From: Wholley, David (FNIH) [T] 

Sent: Friday, June 06, 2014 07:39 PM 
To: Freire, Maria (FNIH) [T] 

Subject: Answers to LungMAP questions 


Maria, 
Here are the answers to the questions Francis Collins asked you about LungMAP: 
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Please let me know if Francis needs any more information—we are happy to provide it. 


David 
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From: Wholley, David (FNIH) [T] 


Sent: Mon, 24 Feb 2014 22:26:48 -0500 

To: Collins, Francis (NIH/OD) [E];Lauer, Michael (NIH/NHLBI) [E];Hodes, Richard 
(NIH/NIA) [E];Hudson, Kathy (NIH/OD) [E];Jenkins, Gwynne (NIH/OD) [E] 

Ce: Tabak, Lawrence (NIH/OD) [E] 

Subject: RE: Optum Labs and pharma pre-competitive collaboration 

Certainly. 


From: Collins, Francis (NIH/OD) [E] 

Sent: Monday, February 24, 2014 5:46 AM 

To: Wholley, David (FNIH) [T]; Lauer, Michael (NIH/NHLBI) [E]; Hodes, Richard (NIH/NIA) [E]; Hudson, 
Kathy (NIH/OD) [E]; Jenkins, Gwynne (NIH/OD) [E] 

Ce: Tabak, Lawrence (NIH/OD) [E] 

Subject: RE: Optum Labs and pharma pre-competitive collaboration 


That sounds reasonable. Can you respond to Bleicher’s overture on my behalf? 


Tx, FC 


From: Wholley, David (FNIH) [T] 

Sent: Sunday, February 23, 2014 10:28 PM 

To: Lauer, Michael (NIH/NHLBI) [E]; Collins, Francis (NIH/OD) [E]; Hodes, Richard (NIH/NIA) [E]; 
Hudson, Kathy (NIH/OD) [E]; Jenkins, Gwynne (NIH/OD) [E] 

Subject: Re: Optum Labs and pharma pre-competitive collaboration 


| am not sure whether claims data is even of interest for the type of research we are doing. We could 
always send the presentation to the AMP SC co-chairs for their consideration, follow up only if they 
think another conversation worth having? 


From: Lauer, Michael (NIH/NHLBI) [E] 

Sent: Sunday, February 23, 2014 08:07 PM 

To: Collins, Francis (NIH/OD) [E]; Hodes, Richard (NIH/NIA) [E]; Hudson, Kathy (NIH/OD) [E]; Wholley, 
David (FNIH) [T]; Jenkins, Gwynne (NIH/OD) [E] 

Subject: RE: Optum Labs and pharma pre-competitive collaboration 


Hi Francis 

I would politely decline, and instead refer him to the appropriate person who is running that 
specific program. I had a fairly long phone call with him a couple of months ago, and it seems to 
me that what he is after is a noncompetitive sole-source contract with the NIH. Yes, he does have 
an impressive system, but so do others. There does not seem to be any reason why he shouldn't 
compete on a level playing field. 

Happy to discuss further. 


Many thanks 


NIH - 004753, 


Mike 


Sent with Good (www.good.com) via iPad. 


-----Original Message----- 

From: Collins, Francis (NIH/OD) [E] 

Sent: Sunday, February 23, 2014 06:09 PM Eastern Standard Time 

To: Hodes, Richard (NIH/NIA) [E]; Lauer, Michael (NIH/NHLBI) [E]; Hudson, Kathy 
(NIH/OD) [E]; Wholley, David (FNIH) [T]; Jenkins, Gwynne (NIH/OD) [E] 

Subject: FW: Optum Labs and pharma pre-competitive collaboration 


How should we respond to this overture from Optum? 


FC 


From: Hodes, Richard (NIH/NIA) [E] 
Sent: Wednesday, February 05, 2014 7:37 AM 

To: Collins, Francis (NIH/OD) [E]; Hudson, Kathy (NIH/OD) [E]; Lauer, Michael (NIH/NHLBI) [E]; 
Jenkins, Gwynne (NIH/OD) [E] 

Subject: RE: Optum Labs and pharma pre-competitive collaboration 


Hi Francis, 

Happy to participate. Attached is a presentation from Optum made at a 12/13/14 meeting with NCI, 
provided by Joan Warren. 
Richard 


From: Collins, Francis (NIH/OD) [E] 
Sent: Wednesday, February 05, 2014 7:27 AM 

To: Hudson, Kathy (NIH/OD) [E]; Lauer, Michael (NIH/NHLBI) [E]; Jenkins, Gwynne (NIH/OD) [E]; 
Hodes, Richard (NIH/NIA) [E] 

Subject: FW: Optum Labs and pharma pre-competitive collaboration 


See below. Perhaps when Kathy returns, we can discuss how to proceed with this invitation. 


FC 


From: Bleicher, Paul [mailto:paul.bleicher@optum.com] 

Sent: Tuesday, February 04, 2014 9:52 AM 

To: Collins, Francis (NIH/OD) [E] 

Subject: Optum Labs and pharma pre-competitive collaboration 


Dr. Collins: 
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| read with interest the article on the new pre-competitive research collaborative that you have 
developed and was very impressed. | wanted to remind you of our meeting around Optum Labs. As 
you remember, we are putting together a similar pre-competitive partnership around administrative 
claims and EHR data, albeit working on problems in comparative effectiveness. We have made a 
tremendous amount of progress since we last spoke with you, and have 10 active partners (soon to be 
14) about to commence research at Optum Labs. | am certain that one, and probably two of them are 
part of your collaborative. 


| believe that our data could likely be valuable to your collaborative in developing and understanding of 
the natural history of these diseases, and combined with genomic data could help to better understand 
the biology. | would very much like to reconnect to update you on Optum Labs, and to discuss the 
possibilities of our participation in your project. 


Please let me know of your interest in such a meeting. 
Best regards, 


Paul 


“optum 


Paul Bleicher, MD, PhD 
CEO, Optum Labs 
Tel: 617-475-2475 


paul. bleii optum.com 
One Main Street, 10" Floor, Cambridge, MA 02142 


This e-mail, including attachments, may include confidential and/or 
proprietary information, and may be used only by the person or entity 
to which it is addressed. If the reader of this e-mail is not the intended 
recipient or his or her authorized agent, the reader is hereby notified 
that any dissemination, distribution or copying of this e-mail is 
prohibited. If you have received this e-mail in error, please notify the 
sender by replying to this message and delete this e-mail immediately. 
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From: Wholley, David (FNIH) [T] 


Sent: Mon, 17 Mar 2014 16:44:23 -0400 

To: Collins, Francis (NIH/OD) [E];Lauer, Michael (NIH/NHLBI) [E];Hodes, Richard 
(NIH/NIA) [E];Hudson, Kathy (NIH/OD) [E];Jenkins, Gwynne (NIH/OD) [E];Smith, Philip (NIH/NIDDK) [E] 
Cc? Tabak, Lawrence (NIH/OD) [E] 

Subject: Re: Optum Labs and pharma pre-competitive collaboration 


Just FYI, | did speak with Paul Bleicher and his CSO, Bill Crown about Optum Labs and AMP. While there 
might be some interest in the T2D project in terms of linking back to and recontacting patients e.g. for 
additional sequencing or phenotyping studies, we agreed the opportunity was not currently clear and would 
not likely come into play until our AMP efforts get down the road apiece. We will keep options for dialogue 
open. 

Regards, David 


From: <Collins>, "Francis [E] (NIH/OD)" oe 

Date: Monday, February 24, 2014 at 6:45 AM 

To: David Wholley <dwholley@fnih.org>, "Lauer, Michael (NIH/NHLB)) (E]" yee 
“Hodes, Richard (NIH/NIA) [E]" (OG, kathy Hudson Py yoe, 
"Jenkins, Gwynne (NIH/OD) [E]""__ HO) 

Cc: "Tabak, Lawrence (NIH/OD) [E]"{7 


Subject: RE: Optum Labs and pharma pre-competitive collaboration 
That sounds reasonable. Can you respond to Bleicher’s overture on my behalf? 


Tx, FC 


From: Wholley, David (FNIH) [T] 

Sent: Sunday, February 23, 2014 10:28 PM 

To: Lauer, Michael (NIH/NHLBI) [E]; Collins, Francis (NIH/OD) [E]; Hodes, Richard (NIH/NIA) [E]; 
Hudson, Kathy (NIH/OD) [E]; Jenkins, Gwynne (NIH/OD) [E] 

Subject: Re: Optum Labs and pharma pre-competitive collaboration 


lam not sure whether claims data is even of interest for the type of research we are doing. We could 
always send the presentation to the AMP SC co-chairs for their consideration, follow up only if they 
think another conversation worth having? 


From: Lauer, Michael (NIH/NHLBI) [E] 

Sent: Sunday, February 23, 2014 08:07 PM 

To: Collins, Francis (NIH/OD) [E]; Hodes, Richard (NIH/NIA) [E]; Hudson, Kathy (NIH/OD) [E]; Wholley, 
David (FNIH) [T]; Jenkins, Gwynne (NIH/OD) [E] 

Subject: RE: Optum Labs and pharma pre-competitive collaboration 


Hi Francis 
I would politely decline, and instead refer him to the appropriate person who is running that 


specific program. I had a fairly long phone call with him a couple of months ago, and it seems to 
me that what he is after is a noncompetitive sole-source contract with the NIH. Yes, he does have 
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an impressive system, but so do others. There does not seem to be any reason why he shouldn't 
compete on a level playing field. 


Happy to discuss further. 
Many thanks 


Mike 


Sent with Good (www.good.com) via iPad. 


From: Collins, Francis (NIH/OD) [E] 

Sent: Sunday, February 23, 2014 06:09 PM Eastern Standard Time 

To: Hodes, Richard (NIH/NIA) [E]; Lauer, Michael (NIH/NHLBI) [E]; Hudson, Kathy 
(NIH/OD) [E]; Wholley, David (FNIH) [T]; Jenkins, Gwynne (NIH/OD) [E] 

Subject: FW: Optum Labs and pharma pre-competitive collaboration 


How should we respond to this overture from Optum? 


FC 


From:Hodes, Richard (NIH/NIA) [E] 
Sent: Wednesday, February 05, 2014 7:37 AM 

To: Collins, Francis (NIH/OD) [E]; Hudson, Kathy (NIH/OD) [E]; Lauer, Michael (NIH/NHLBI) [E]; 
Jenkins, Gwynne (NIH/OD) [E] 

Subject: RE: Optum Labs and pharma pre-competitive collaboration 


Hi Francis, 

Happy to participate. Attached is a presentation from Optum made at a 12/13/14 meeting with NCI, 
provided by Joan Warren. 
Richard 


From:Collins, Francis (NIH/OD) [E] 

Sent: Wednesday, February 05, 2014 7:27 AM 

To: Hudson, Kathy (NIH/OD) [E]; Lauer, Michael (NIH/NHLBI) [E]; Jenkins, Gwynne (NIH/OD) [E]; 
Hodes, Richard (NIH/NIA) [E] 

Subject: FW: Optum Labs and pharma pre-competitive collaboration 


See below. Perhaps when Kathy returns, we can discuss how to proceed with this invitation. 


FC 
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From:Bleicher, Paul [mailto:paul.bleicher@optum.com] 

Sent: Tuesday, February 04, 2014 9:52 AM 

To: Collins, Francis (NIH/OD) [E] 

Subject: Optum Labs and pharma pre-competitive collaboration 


Dr. Collins: 


| read with interest the article on the new pre-competitive research collaborative that you have 
developed and was very impressed. | wanted to remind you of our meeting around Optum Labs. As 
you remember, we are putting together a similar pre-competitive partnership around administrative 
claims and EHR data, albeit working on problems in comparative effectiveness. We have made a 
tremendous amount of progress since we last spoke with you, and have 10 active partners (soon to be 
14) about to commence research at Optum Labs. | am certain that one, and probably two of them are 
part of your collaborative. 


| believe that our data could likely be valuable to your collaborative in developing and understanding of 
the natural history of these diseases, and combined with genomic data could help to better understand 
the biology. | would very much like to reconnect to update you on Optum Labs, and to discuss the 
possibilities of our participation in your project. 

Please let me know of your interest in such a meeting. 

Best regards, 

Paul 

“™ OPTUM 


Paul Bleicher, MD, PhD 


paul, f 


One Main Street, 10" Floor, Cambridge, MA 02142 


This e-mail, including attachments, may include confidential and/or 
proprietary information, and may be used only by the person or entity 
to which it is addressed. If the reader of this e-mail is not the intended 
recipient or his or her authorized agent, the reader is hereby notified 
that any dissemination, distribution or copying of this e-mail is 
prohibited. If you have received this e-mail in error, please notify the 
sender by replying to this message and delete this e-mail immediately. 
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From: Wholley, David (FNIH) [T] 


Sent: Mon, 24 Feb 2014 22:26:50 -0500 

To: paul.bleicher@optum.com 

Ce: Melencio, Cheryl (FNIH) [T] 

Subject: FW: Optum Labs and pharma pre-competitive collaboration 
Paul, 


Francis Collins forwarded me your email below and asked me to contact you. | am Director of Research 
Partnerships at the Foundation for the NIH, which is the entity that is managing the Accelerating 
Medicines Partnership. By copy to my assistant, Cheryl Melencio, I’d like to set up a brief call to discuss 
this with you and figure out what next steps might be appropriate. 

Regards, 

David Wholley 


From: Bleicher, Paul [mailto:paul.bleicher@optum.com] 

Sent: Tuesday, February 04, 2014 9:52 AM 

To: Collins, Francis (NIH/OD) [E] 

Subject: Optum Labs and pharma pre-competitive collaboration 


Dr. Collins: 


| read with interest the article on the new pre-competitive research collaborative that you have 
developed and was very impressed. | wanted to remind you of our meeting around Optum Labs. As 
you remember, we are putting together a similar pre-competitive partnership around administrative 
claims and EHR data, albeit working on problems in comparative effectiveness. We have made a 
tremendous amount of progress since we last spoke with you, and have 10 active partners (soon to be 
14) about to commence research at Optum Labs. | am certain that one, and probably two of them are 
part of your collaborative. 


| believe that our data could likely be valuable to your collaborative in developing and understanding of 
the natural history of these diseases, and combined with genomic data could help to better understand 
the biology. | would very much like to reconnect to update you on Optum Labs, and to discuss the 
possibilities of our participation in your project. 

Please let me know of your interest in such a meeting. 


Best regards, 


Paul 


ioptum 


Paul Bleicher, MD, PhD 
CEO, Optum Labs 
Tel: 617-475-2. 
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One Main Street, 10" Floor, Cambridge, MA 02142 


This e-mail, including attachments, may include confidential and/or 
proprictary information, and may be used only by the person or entity 
to which it is addressed. If the reader of this e-mail is not the intended 
recipient or his or her authorized agent, the reader is hereby notified 
that any dissemination, distribution or copying of this e-mail is 
prohibited. If you have received this e-mail in error, please notify the 
sender by replying to this message and delete this e-mail immediately. 
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From: Wholley, David (FNIH) [T] 


Sent: Sat, 1 Nov 2014 16:17:03 -0400 

To: Collins, Francis (NIH/OD) [E];Hudson, Kathy (NIH/OD) [E] 

Ce: Gadbois, Ellen (NIH/OD) [E] 

Subject: FYI: Article in Nature Reviews Drug Discovery on The Biomarkers Consortium 
Attachments: nrd4439_Wholley_1414498706_43.pdf, Wholley $2 10-14-14. pdf 

Francis and Kathy: 


Attached is a copy of an article | wrote for Nature Reviews: Drug Discovery summarizing the aims and 
progress of the Biomarkers Consortium. It was written at the invitation of FDA back in the spring for a special 
focus edition highlighting various consortia involved in supporting innovation in drug development on the 
occasion of the ten year anniversary of the FDA’s Critical Path Initiative and was published electronically 
yesterday. (The article will be out in print within the next month.) | have included copies of the explanatory 
table listing our projects that accompanied the article (an additional table listing our current contributing 
members is available through the link below). 


AMP is mentioned as a salutary example of a new partnership in a general introductory commentary, “The 
driving role of consortia on the critical path to innovative therapies” coauthored by Janet Woodcock, Martha 
Brumfield of the Critical Path Institute, Dalvir Gill of Transcelerate, and Elias Zerhouni of Sanofi, as well as in a 
piece further describing the regulatory context for these consortia activities written by Janet, “Paving the 
critical path of drug development: the CDER perspective.” The edition also contains brief pieces on six other 
consortia. The link to the full edition is here: 


http://www.nature.com/nrd/focus/consortia/index.html 


Happy to answer any questions you may have on this. 


Regards, 

David Wholley 

Director, Research Partnerships 

Foundation for the National Institutes of Health 
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© FOCUS ON U.S. DRUG DEVELOPMENT CONSORTIA 


Davia Wholley is Director, 
Research Partnerships, 
Foundation for the National 
Institutes of Health, 
Bethesda, Maryland 
20814, USA. 

email: diwholley@fnih.org 
doi: 10.1038/nrd4439 


The Biomarkers Consortium 


David Wholley 


The Biomarkers Consortium is a public-private biomedical research partnership that seeks 
to develop and qualify biomarkers across a broad range of diseases in order to accelerate 
the development of new medicines and improve patient care. 


Over the past decade, biomarkers have emerged as indis- 
pensable tools across the entire field of biomedicine. 
However, qualifying effective biomarkers for broad use in 
the development of regulated medical products and clin- 
ical care is a complex process that can require a breadth 
of data, expertise, and scientific consensus beyond the 
means or mission of any single public or private research 
entity. The result has been a plethora of biomarkers in the 
literature, but relatively few established for practical use 
in Ueating patients. 

‘The Biomarkers Consortium (BC) is a translational 
research partnership managed by the Foundation for the 
National Institutes of Health (FNIH), a not-for-profit 
organization chartered by the US Congress that develops 
multiple research partnerships that support the mission 
of the US National Institutes of Health (NIH). The BC 
seeks to develop and qualify biomarkers across a broad 
range of diseases in order to accelerate the development 
of new medicines and improve patient care. Founded 
in 2006 by the US Food and Drug Administration 
(FDA), the NIH and the Pharmaceutical Research and 
Manufacturers of America (PhRMA), the consortium 
creates and executes precompetitive research projects 
that combine significant public health benefit with a 
pragmatic impact on drug development, regulatory 
decision-making and clinical practice. Contributing 
members representing biopharmaceutical and diagnostic 
companies as well as not-for-profit organizations support 
its core operations (see Supplementary information $1 
(table)). The NIH centrally coordinates governance and 
volunteer participation from hundreds of scientists and 
dinicians from across the research community, including 
leading academic medical researchers. 

‘The process of developing and approving projects is 
both rigorous and efficient. Project concepts are sub- 
mitted to or developed internally within one of four 
disease-area-oriented steering committees that include 
balanced representation of subject matter experts from 
all stakeholders. The four steering committees estab- 
lished to date are in cancer, inflammation and immu- 
nity, metabolic disorders, and neuroscience (the BC’s 
Executive Committee may directly develop projects that 
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fall outside these areas). The steering committees develop 
worthy concepts into comprehensive project plans that 
lay out specific, quantifiable scientific objectives; bio- 
marker qualification criteria; analysis plans; handling 
of intellectual property, data access and human subjects; 
and milestone-based project timelines and budgets. 
The consortium’s Executive Committee (which includes 
senior officials and executives from the FDA, the NIH, 
industry and a patient advocacy organization) provides 
final approval of these plans before funding and launch. 
The FNIH raises funds for each individual project 
from the private sector both from within and outside 
the BC’s membership. Funding companies and not-for- 
profit organizations are represented alongside govern- 
ment and academic scientists on the final project team, 
which oversees timely execution and review of results, 
with dedicated project management support from 
the FNIH. Results are made available as broadly and 
immediately as possible, through databases and sample 
repositories that are accessible by the scientific research 
community and through peer-reviewed publications. 


Results to date 

The BC has launched eighteen projects to date, of varying 
scope (see Supplementary information $2 (table)) 
Nearly half of these have been completed to date, with 
meaningful interim results being generated from several 
others, The FNIH has raised a total of over US$50 million 
from the private sector to support these initiatives, with a 
significant ‘in-kind’ contribution from the NIH, as many 
of the BCs projects leverage resources created through 
NIH-funded studies. 

With the exception of biomarker discovery —a process 
amply covered by existing basic academic research — the 
consortium’s projects have covered the entire spectrum 
of biomarker development and regulatory qualifica- 
tion. These include: testing and verification of panels of 
fluid protein markers; validation and standardization of 
imaging-based markers and technology platforms for use 
in clinical trials; biomarker-driven definitions of specific 
diseases and subgroups; and trials that test and qualify 
clinical markers for both safety and efficacy. Several 
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projects have made notable contributions to accelerating 
the drug development process and enhancing regulatory 
decision-making 

Onesuch effortaddresseda major obstacle to approving 
new treatments in infectious diseases: the lack of readily 
quantifiable, reproducible and feasible end points for 
modern clinical trials in two key indications: community- 
acquired bacterial pneumonia and acute skin infections. 
By 2010, FDA approvals for new antibacterial agents 
for these common infections, which affect millions of 
Americans each year, had all but ceased because the 
end points used to establish effectiveness were based on 
measures lacking scientific rigour. 

In response to an FDA request, the BC convened a 
cross-sector scientific team that examined pooled data 
from multiple industry clinical trials to enable a historic 
consensus on new trial end points'. In a little over a 
year, the group established and submitted to the federal 
docket a set of evidence-based recommendations on new 
interim end points that supported the agency's efforts 
to resume — with scientific confidence — the approval 
of new agents for these indications. Better scientific 
understanding of endpoints, driven by the consortium’s 
efforts, has had a vital role in the approval pathway for 
two new antibacterial drugs (ceftaroline fosamil’ and 
dalbavancin’) and will probably support the evaluation 
in the near term of several more drugs. The project team 
is currently developing additional outcome measures to 
support the use of these end points in future trials, and 
is expanding its efforts to address endpoints in drug- 
resistant pneumonias that cause high morbidity and 
mortality in hospitalized patients. 

Another important project, the I-SPY 2 trial, has 
had a significant impact on the way new breast cancer 
agents are tested and approved. I-SPY 2 isa Phase II trial 
that evaluates multiple investigative drugs, by class, in 
patients with early-stage breast cancers before surgical 
removal of their tumours (neoadjuvant treatment). The 
new agents are compared to standard treatments using 
pathological complete response (pCR) — the complete 
disappearance of the tumour in response to therapy 
before surgery — as an end point. Drugs are ‘graduated’ 
from the trial when they are predicted to have an 85% 
likelihood of success in a confirmatory randomized 
Phase III trial of only ~300 patients whose tumours have 
the relevant biomarker signature’. 

‘The FDA issued a guidance in 20111 based partly on the 
I-SPY 2 design that establishes a pathway for the accel- 
erated approval of new drugs that have shown clinical 
benefit in the neoadjuvant setting based on pCR’. I-SPY 
2 also successfully completed testing last year of two 
drugs, neratinib and veliparib, demonstrating how its 
innovative design may substantially reduce the time and 
cost of getting new therapies to patients overall. The trial 
is currently evaluating additional drugs, and a similar 
partnership approach is being used to launch multidrug 
trials in other indications such as lung cancer. 

Other consortium projects have established the first 
evidence-based definition of sarcopenia (an age-related 
decrease in skeletal muscle mass), have launched clinical 
studies to standardize methods for measuring B-cell 
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function in longitudinal trials of diabetes drugs, and are 
qualifying new, improved clinical safety biomarkers to 
detect drug-induced acute kidney injury early in the drug 
development process. Several consortium members have 
utilized initial results from these to support early go/no-go 
decisions in their drug development programmes. 


Challenges and lessons learned 

‘There have been several lessons learned along the way to 
the consortitum’s achievements, and some ongoing chal- 
lenges. Selecting precompetitive, fundable projects that 
fulfil the mission of all stakeholders is inherently difficult. 
Viewed in hindsight, some of the consortium’ earliest 
projects were probably too exploratory to gain approval 
today. Because a sole reliance on external concept sub- 
missions has proven too restrictive, adding the ability 
for the consortium to develop new projects organically 
from within a steering committee has proven necessary to 
maintain a relevant pipeline. Central project management 
through the FNIH (rather than through one of the part- 
ners) has proved essential to meeting project milestones. 
‘And while the lack of pre-existing funding for projects 
helps enforce a ‘market-driven’ approach to operations, 
it can also occasionally leave a project vulnerable to rapid 
shifts in industry investment in specific therapeutic areas. 


The path forward 
‘Current priorities for the consortium include an updated 
survey of the biomarker development needs of its partners, 
expanding current funding mechanisms, and continuing 
attempts to coordinate its efforts with a constantly evoly- 
ing constellation of new biomedical research collabora- 
tions. As it completes its eighth year in existence, the BC 
has established itself as a proven model for advancing the 
scientific validity and practical utility of biomarkers in 
treating patients, and its mission is as relevant as ever. 
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Progress on developing endpoints for registrational clinical trials 
of community-acquired bacterial pneumonia and acute bacterial 
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randomized, doubled blinded, multicenter phase 3 trials of the 
efficacy and safety of ceftaroline fosamil versus ceftriaxone in 
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FURTHER INFORMATION 
Biomarkers Consortium: hitp://wmwbionarkersconsortium.org/ 
Foundation for the National Institutes of Health: hitp://wwsfnih.org/ 

US Department of Health and Human Services Food and Drug 
‘Administration Center for Drug Evaluation and Research (CDER). Guidence 
for industry community-acquired bacterial pneumonia: developing drugs 
for treetment (HFA-305) hite:/wwwfcla.cov/downloadvDnias/ 
GuidanceComplianceRegulatory!nfoomation/Guidances/ucmn123686,pd 
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SUPPLEMENTARY INFORMATION 


In format provided by Wholley (NOVEMBER 2014) 


Summary of Biomarkers Consortium Projects 


COMPLETED PROJECTS 
Disease/Therapeutic Area 
Diabetes 
Alzheimer’s disease 
Neuroscience 
Cardiovascular disease 
Sarcopenia 
Alzheimer’s disease 
Alzheimer’s disease 
ONGOING PROJECTS 
Disease/Therapeutic Area 
Lung cancer and lymphoma 
(2 projects) 
Drug safety 
Diabetes 
Community-acquired bacterial pneumonia and 
acute bacterial skin infections 
Osteoarthritis 
Atherosclerosis 
Hospital- and ventilator-acquired bacterial 
pneumonia (HABP and VABP) 
Osteoporosis 


Cancer 


Acute lymphoblastic leukemia (ALL) 


Completed 
2009 


2012 
2012 
2013 
2013 
2014 


2014 


Launched 
2007 


2011 
2011 
2011 
2012 
2012 
2013 
2014 
2014 


2014 


Key Accomplishments 

Established utility of adiponectin a8 2 predictive biomarker of glycemic 
control 

Qualified a multiplexed panel of known AD plasma-based biomarkers using 
plasma samples from the Alzheimer’s Disease Neuroimaging Initiative (ADNI) 
Developed improved, more sensitive PET radioligands with higher binding to 
the peripheral benzodiazepine receptor 

Established a standardized carotid MRI protocol and determined the impact 
of site/platform on reproducibility 

Generated the first evidence-based definition of sarcopenia and specific 
guidelines for clinical diagnosis and regulatory evaluation of treatments 
Qualified a multiplexed panel of known biomarkers, examined BACE and 
qualified a mass spectroscopy panel using ADNI cerebrospinal fluid samples 
Analyzed placebo data from ~40 large industry clinical trials to provide better 
measures of cognition and disease progression 


Key Objectives 
Build the case for FDA incorporation of FDG-PET and volumetric CT into 
outcome measures for lung cancer and lymphoma. 

Qualify new, more sensitive clinical biomarkers of drug-induced acute kidney 
injury for use in early drug development decisions 

Validate measures of beta cell function and develop methodology for their 
application in longitudinal clinical trials of diabetes progression 

Develop modern endpoints and outcome measures for clinical trials of 
antibacterial drugs 

Establish predictive validity and assess the responsiveness of imaging and 
biochemical markers for knee osteoarthritis 

Use insilico modeling to establish markers that predict long-term clinical 
outcomes and residual risk after statin therapy 

Identify potential changes to study designs to improve the feasibility of 
registration trials in HABP and VABP- 

Combine pre-existing clinical trial data on imaging and bone turnover 
markers to provide better measures for patient management 

Analyze volumetric CT imaging trial data from completed industry phase Il 
solid tumor trials to improve quantitative prediction of phase Ill results 
Establish minimal residual disease as an endpoint for trials of ALL and 
validate existing diagnostic measures 
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From: Melencio, Cheryl (FNIH) [T] on behalf of Wholley, David (FNIH) [T] 

Sent: Tue, 8 Apr 2014 09:47:18 -0400 

To: Buckholtz, Neil (NIH/NIA) [E];Carter, Robert (NIH/NIAMS) [E];Collins, Francis 
(NIH/OD) [E];Cuss, Francis;Decker, Mike;Devaney, Stephanie (NIH/OD) [E];Dolsten, Mikael;Gadbois, Ellen 
(NIH/OD) [E];Hodes, Richard (NIH/NIA) [E];Hodge, Martin;Hoffmann, Steve (FNIH) [T];Hudson, Kathy 
(NIH/OD) [E];Hutton, Mike;Insel, Thomas (NIH/NIMH) [E];Katz, Stephen |. (NIH/NIAMS) [E];Lifton, 
Richard;Lundberg, Jan;Plump, Andy;Rodgers, Griffin (NIH/NIDDK) [E];Smith, Philip (NIH/NIDDK) 
[E];Vassileva, Maria (FNIH) [T];Wholley, David (FNIH) [T] 

Ce: Bronson, Charlette (NIH/NIA) [E];Capello, Elizabeth;Clark, Katie;Edmonds, 
Pamela;Holt, Tracy (NIH/NIMH) [E];L'Hostis, Francois;McManus, Ayanna (NIH/OD) [E];Meltzer, Sherry 
(NIH/NIAMS) [E];Poole, Charlene (NIH/NIDDK) [E];Schulke, Hilda (N/H/OD) [E];Wagner, Tim;Wilkerson, 
Anita D. (NIH/NIDDK) [E];Wood, Gretchen (NIH/OD) [E];Zander, Debra 

Subject: AMP: March 28, 2014 Executive Committee Meeting Notes 

Attachments: March 28 2014 AMP EC Meeting Summary and Action Items vFinal.docx 


Dear Executive Committee Member, 


Attached are the meeting notes from the March 28 Accelerating Medicines Partnership Executive 
Committee Meeting Summary and Action Items. 


David Wholley 
Director, Research Partnerships 


Cheryl Melencio 

Executive Assistant, Research Partnerships 

Foundation for the National Institutes of Health 

9650 Rockville Pike | Bethesda, MD 20814 | www.fnih.org 
Direct (301) 402-4970 | Fax (301) 480-2752 


Combined Federal Campaign (CFC) #29165 
Recipient of 4-star rating from Charity Navigator, 2007-2012 
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Accelerating Medicines Partnership Core Executive Committee Call, 3/28/2014 


Participants: Bob Carter, Francis Collins, Mike Decker, Mikael Dolsten, Ellen Gadbois, Richard Hodes, 
Marty Hodge, Steve Hoffman, Mike Hutton, Tom Insel, Steve Katz, Chase Palisch, Griffin Rodgers, Phil 
Smith, David Wholley 


Regrets: Neil Buckholtz, Francis Cuss, Kathy Hudson, Rick Lifton, Jan Lundberg, Andy Plump, Maria 
Vassileva, Janet Woodcock 
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From: Wholley, David (FNIH) [T] 


Sent: Tue, 14 Apr 2015 10:55:09 -0400 

To: Collins, Francis (NIH/OD) [E] 

Ce: Hudson, Kathy (NIH/OD) [E];Gadbois, Ellen (NIH/OD) [E] 
Subject: AMP Extendec EC draft slides 

Francis: 


We are working with the AMP SC co-chairs to put together the slides for the May 1 AMP Extended EC 
meeting. Mindful of the (Steve) Katz Rule (“no more than 3 slides in a presentation”) and the complexity 
of AMP | was thinking of proposing the following framework: 


I'd also like to encourage the presenters to use a graphical/visual approach wherever possible rather 
than a lot of words on every slide (less tendency to “read the slides” | think). We can put org charts, 
budget summaries, etc as backup slides for reference if needed, send as read-ahead. What do you think 
of this approach? 


Thanks, David 
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From: Wholley, David (FNIH) [T] 

Sent: Fri, 24 Apr 2015 17:38:32 -0400 

To: Melencio, Cheryl (FNIH) [T];Hudson, Kathy (NIH/OD) [E];richard.lifton;Vassileva, 
Maria (FNIH) [T];Buckholtz, Neil (NIH/NIA) [E];Canet-Aviles, Rosa (FNIH) [T];Carter, Robert (NIH/NIAMS) 
[E];Collins, Francis (NIH/OD) [E];'Cuss, Francis';'Decker, Mike’;'Dolsten, Mikael';Gadbois, Ellen (NIH/OD) 
[E];Hodes, Richard (NIH/NIA) [E];'Hodge, Martin';Hoffmann, Steve (FNIH) [T];Jones-Davis, Dorothy (FNIH) 
[T];Katz, Stephen |. (NIH/NIAMS) [E];'Lundberg, Jan';Rodgers, Griffin (NIH/NIDDK) [E];Smith, Philip 
(NIH/NIDDK) [E];Terry, Sharon MA;Whitaker, Sanya (FNIH) [T];'Stein, Peter’ 

Subject: AMP Extendec EC revised slides 

Attachments: AMP Ext EC May 1 2015 _4-28-15 EC meeting revisions.pptx 


Dear AMP EC members: 


Attached are the revised slides (and placeholders) from our discussion this morning. Please let 
us know any comments you may have—please be as specific as possible. We are shooting to 
have the final deck out Wednesday afternoon. Thank you, 

David 


Bl 


-Original Appointment 
From: Melencio, Cheryl (FNIH) [T] 

Sent: Friday, December 19, 2014 11:02 AM 

To: Hudson, Kathy (NIH/OD) [E]; richard.lifton; Vassileva, Maria (FNIH) [T]; Buckholtz, Neil (NIH/NIA) 
[E]; Canet-Aviles, Rosa (FNIH) [T]; Carter, Robert (NIH/NIAMS) [E]; Collins, Francis (NIH/OD) [E]; Cuss, 
Francis; Decker, Mike; Devaney, Stephanie (NIH/OD) [E]; Dolsten, Mikael; Gadbois, Ellen (NIH/OD) [E]; 
Hodes, Richard (NIH/NIA) [E]; Hodge, Martin; Hoffmann, Steve (FNIH) [T]; Hutton, Mike; Jones-Davis, 
Dorothy (FNIH) [T]; Katz, Stephen I. (NIH/NIAMS) [E]; Lundberg, Jan; Rodgers, Griffin (NIH/NIDDK) [E]; 
Smith, Philip (NIH/NIDDK) [E]; Terry, Sharon MA; Whitaker, Sanya (FNIH) [T]; Wholley, David (FNIH) 
[T]; Stein, Peter; Gwaldis, Janice; 'morten.sogaard@pfizer.com'; Melencio, Chery! (FNIH) [T]; Lifton, 
Richard 

Ce: Boskent, Celeste (NIH/OD) [E]; Bronson, Charlette (NIH/NIA) [E]; Capello, Elizabeth; Clark, Katie; 
Doswell, Greta (NIH/OD) [E]; Edmonds, Pamela; Hennessey, Shawn; McManus, Ayanna (NIH/OD) [E]; 
Meltzer, Sherry (NIH/NIAMS) [E]; Murza, Tanya; Parpana, Sarah (NIH/NIDDK) [C]; Poole, Charlene 
(NIH/NIDDK) [E]; Protasiewicz, Ann; Schulke, Hilda (NIH/OD) [E]; Sheehan, Joan (NIH/NIA) [E]; 
Wilkerson, Anita D. (NIH/NIDDK) [E]; Wood, Gretchen (NIH/OD) [E]; Zander, Debra 

Subject: AMP Executive Committee Teleconferences 

When: Friday, April 24, 2015 8:00 AM-9:00 AM (UTC-05:00) Eastern Time (US & Canada). 

Where: France: 0805 770 131 Participant Code: (MO Moderator Code: (HKG 
147# Project Code: 


1am adding an adobe connect link for this meeting — Cheryl April 23, 2015 


Aclotbe Connect lnk: lll 
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AMP Governance and Membership 
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AMIP Research Topics 
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AMP RA/SLE Program Overview 
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RA/SLE Project Timeline 
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RA/SLE Progress Update 
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Key Program Challenges 
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Questions 
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Type 2 Diabetes AMP Program Overview 
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AMP T2D Project Timeline 
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Questions 
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Questions 
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[Final Questions 
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Additional Slides 
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From: Wholley, David (FNIH) [T] 


Sent: Wed, 19 Nov 2014 09:47:28 -0500 

To: Buckholtz, Neil (NIH/NIA) [E];Mike Decker;Carter, Robert (NIH/NIAMS) 
[E];Martin' 'Hodge;Smith, Philip (NIH/NIDDK) [E];Andy Plump;Gadbois, Ellen (NIH/OD) [E] 

Ce: Hudson, Kathy (NIH/OD) [E];Collins, Francis (NIH/OD) [E];Rodgers, Griffin 


(NIH/NIDDK) [E];Katz, Stephen I. (NIH/NIAMS) [E];Hodes, Richard (NIH/NIA) [E];Melencio, Cheryl (FNIH) 
[7] 

Subject: AMP Extended EC slides--last look 

Attachments: AMP Ext EC 11-21-2014 slides_18 Nov[1].pptx 


Here is the proposed final slide deck for our call with the AMP Extended EC this Friday afternoon from 4PM- 
5:30 PM US Eastern time. Please let me know any final changes or questions—we will be sending this out to 
all the participants early this afternoon. 

Thanks, David 
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| Current AMP Participation by Disease Area 


Alzheimer's disease Type 2 Diabetes RA, SLE & related 


abbovie (ohmonafohnsen abbvie 
(biogen idec | Li, &® Bristol-Myers Squibb 


a ~ 
industry 9 MERCK 9 MERCK 
members Lu, Pfizer) (Pfizer) 
SANOFI SANOFI 


Natioral iratiite of National Institute of 
NIH) ave Pee NIH} Diabetes and Digestive INIH)) Arthritis and Musculoskeletal 
sisi and Kidney Diseases and Skin Diseases 


Government or) Nationa tute of =" 
Neurological Disorders Allergy and 
members and Stroke Infectious Diseases 
Izheimer’s Alzheimer's American PD wre 4S. 
ROSE | GEOFFREY BEENE _ “ Amuene é 
members JDRF= LUPUS PARR: «© ENIH 
USagainst : ene 
Alzheimer’s NIH - 004821 OY Mreumaroiogy Research Foundation 


hain Tesla | TninpSares 
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Current AMP Funding Commitments (total: 5 years) 


Total project Total NIH Total industry Total non-profit 
Disease area funding ($M) funding ($M) _—_ funding ($M) funding ($M) 


92,5 69.6 21:9" 1.0 
52.8 3248" 21.5* 3 
RA/SLE 41.9 20.9 20.7 3 
Total 187.2 121.5 64.1 1.6 
Does not include in-kind contributions of $40M to AD and $6.5M to Additional funding anticipated 
NIH - 004822 
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AMP Governance and Membership 


Extended Executive Committee Core Executive Committee 
Co-chairsFrancis Mikael Dolsten, Pfizer 
Collins, NIH 

MembersFrancis Cusspick Lifton, YaleJan Lundberg, 
BMSRichard Hodes,  LillyGriffin Rodgers, 


NiAKathy Hudson, _NIDDKSharon Terry, Genetic 


* Bill Chin, PRRMABIll Haif}oug Williams, Biogen- 
J&JJim Sullivan, IdecJanet Woodcock, 
AbbViePatrick Vallance, FDATachi Yamada, 
GSKRupert Vessey, TakedaElias Zerhouni, 
Merck Sanofi 


NIHSteve Katz, NIAMSAlliance 


Alzheimer's disease 
Steering Committee 


Co-chairsMike Decker, AbbVieNeil 
Buckholtz, NIAEC LiaisonRichard 
Hodes, NIAMembersMaria Carrillo, 
ALZHoward Fillit, ADDFXiaoming 
Guan, GSKTim Harris, Biogen 
IdecWalter Koroshetz, NINDSMark 
Mintun, Lilly Pat Walicke, 
NINDSBilly Dunn, FDA 


Type 2 DiabetesSteering Committee 


Co-chairsAndy Plump, SanofiPhil Smith, | 


NIH - 004823 


RA, SLE Steering Committee 


Co-chairsMarty Hodge, PfizerBob 
Carter, NIAMSEC LiaisonSteve Katz, 
NIAMSMembersChristopher Arendt, 
SanofiJeff Browning, 
ALRILRICarolyn Cuff, AbbVieMarc 
Levesque, AbbVieAndrey Loboda, 
MerckSatwant Narula, BMSLisa 
Olson, AbbVieDan Rotrosen, 
NIAIDDavid Shuey, Arthritis 
FoundationJonathan Zalevsky, 
TakedaDennis Zaller, Merck 


= 
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AMP — IP & Data Sharing 


¢ Research supported by AMP will be precompetitive 
Data will be shared broadly and quickly; AMP 
participants have access to data during assessment of 
data quality (up to 6 months)No pre-emptive patenting 
to ensure broadest possible opportunity for 
commercialization 


NIH - 004824 


; e2 
- = sallisease 
= S= Molecules 


sAcceletatings 


i. 
eMedicil == patients as 
= 


a | 
FNIH ‘Partne Hersilpz 
_ N04 Type 2 Diabetes 


Partners for Innovation, Discovery, Health | www.fnih.org 13 


Alzheimer’s Disease Program Goals 
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AMP T2D Steering Committee and 


Additional Stakeholder Representatives 


Name Affiliation 
Neil Buckholtz NIH/NIA 
Mike Decker Abbvie 
Xiaoming Guan GSK 
Tim Harris Biogen Idec 
Mark Mintun Lilly 
Maria Carrillo Alzheimer's Association 
Billy Dunn FDA 
Academia, Howard Fillit ADDF 
Government, & 
Non-profit Walter Koroshetz and Pat Walicke NIH/NINDS 
Suzana Petanceska NIH/NIA 
Laurie Ryan NIH/NIA 


EC LiaisonRichard Hodes, NIH/NIA (*) Other contributing Organizations: Geoffrey 
Beene Foundation and USAgainstAlzheimer’s ea 


NIH - 004828 
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NIH grant initiatives: Identifying biomarkers 


correlated with therapeutic benefit 


Proposal Description Principal investigator 
D i tly Inherited * Phase II/IIl study to assess the « Randall J. Bateman, 
Bominantly inherited safety, tolerability, and biomarker WUSLCollaborating 
Alzheim r Network Tri Is efficacy of gantenerumab, companies:LillyRocheAlzheimer’ 
nit (DIAN-TU) Trial solanezumab, and another drug s Assoc.Avid Radiopharm.Cog 
(TBD) State 
P a a * Testing an testing an active vaccine * Eric Reiman, BANNERPierre 
The Alzheimer’s Prevention and a BACE inhibitor in cognitively Tariot, BANNERCollaborating 
Initiative APOE4 Trial normal older volunteers who are at company:Novartis 


increased risk of developing late- 
onset Alzheimer’s (APOE4 


Alzheimer’s Disease + Secondary prevention trial of . — (oe 
Cooperative Study Anti- solanezumab in clinically normal company:Lilly 


Amyloid Treatment in older people with biomarker 
Asymptomatic AD Trial (A4) evidence of brain amyloid. 


National Institute 
N H on Aging 


NIH - 004829 
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NIH grant initiatives: Biomarker analyses: 


original plan for NIH-funded Phase II/IIl trials 


Source Fluid Imaging Subjects 
* CSF AB42p-taut- * MRI/fMRIAxial T2 Star/ ° 650 
tauPlasma AB1- Gradient EchoFDG 
40Plasma ABx- PET/AB PETAxial T2 
API APOE4 40Plasma AB1- FLAIRMPRAGE/IRFSPG 
42Plasma ABx-42 R feMRC EPI BOLDAxial 
DTIAxial T2 
TSEFlutemetamol PET 
+ CSF * Hippocampal e155 
tauCSFAB42CSFAB40 volumeVentricle 
CSF p-tauBACE volumeFDG PETPET 
PIBMRIDTI 
* CSF AB1-42CSF « PET PIBMRIfcMRI * 1000 
A4 tauCSF p-tau 


prevention 


Each trial collects CSF & plasma 
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NIH grant initiatives: 


Identifying & validating new targets in human brain tissue 


Proposal 


Pathway Discovery, Validation 


and Compound Identification 
for Alzheimer’s Di 


Description Principal investigator 


* Philip De Jager, BROADDavid 
Bennett, RUSH 


° Characterize and validate complex 
molecular networks & candidate genes 
that influence susceptibility to 
ADAnalyze rich clinical, pathological, 
genomic and other large-scale 
molecular data collected from brain 
tissue from over 1,000 subjects 


Integrative Biology Approach 


to Complexity of Alzheimer’s 
Disease 


+ Eric Schadt, MT SINAI 
* Construct biological network models 


with large-scale molecular, cellular and 
clinical data (incl. human cells) 


Systems Approach to 
Targeting Innate Immunity in 
Alzheimer’s 


5 . * Todd Golde, UF 
* Identify and characterize novel 


therapeutic targets within the innate 
immune system using data from 
Alzheimer's patients and Alzheimer’s 
mouse models 


Discovery of Novel Proteomic 
Targets for Treatment of 
Alzheimer’s Disease (*) 


(*) Funded through 


+ Employ proteomics & systems biology 


+ Allan | Levey, Emory University 
approach for target nomination using 

200 brains followed by validation in 1000 

brains to nominate targets — Develop 

proteomics database of normal human 

brain as well as the “proteomic 


industry signatures” of Alzheimer's Disease 
contributions to AMP cs ¢ . _ : 
-AD AMP will support enabling effective data integration 


across these fUi’NTH-funded studies 


Partners for Innovation, Discovery, Health |_ www.fnih.org 


Partners for Innovation, Discovery, Health | www.fnih.org 20 


| lame AD timeline 
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Summary of Completed Activities: Launch and Strategy 
Decisions 
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Summary of Completed Activities: Launch and Strategy 
Decisions 
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Next steps 
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Challenges for AMP AD 
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i. 
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; Progress Update Outline 


m Background and Goals Funders and Progra ; 
ManagementSteering Committee Project St ie 
TimelineSummary of NIH Grant AwardsProject ProgressNext 
Steps and Future Challenges 


NIH - 004840 
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Background: Problem Statement 
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Project Goals 
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| AMP RA/SLE Participation 


Abbvie © Bristol-Myers Squibb r=) MERCK ‘ 


a 
SD, y 
Pfizer Takeda 
SANOFI 
Government National Institute of National Institute of 
members Arthritis and Musculoskeletal N | H Allergy and 
and Skin Diseases Infectious Diseases 


\ & ARTHRITIS LUPUS (222: 


Industry 
members 


i Alliance for Lupus Research @ FOUNDATION Research 
Non-profit ——— aa  wecckomens C7 mstitute 
members 

PARWA A) Rheumatology Research Foundation 
RESEARCH » PROGRESS » HOPE ‘Advancing Treatment Finding Cures 
NIH - 004843 
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| AMP — RA/SLE Steering Committee 


Co-chairsMarty Hodge, PfizerBob Carter, NIAMS!“embersCaris 
Arendt, SanofiJeff Browning, LRI / ALRCarolyn C wae ieLeste, 
Hanrahan, LFA*David Karp, RRF*Marc Levesque, bab Wap Angrey 
Loboda, Merck 
: NIH 
* non-voting 
¢ Satwant Narula, BMSLisa Olson, 
AbbVieDan Rotrosen, NIAID David 


Shuey, Arthritis FoundationJonathan 
Zalevsky, TakedaDennis Zaller, Merck 


NIH - 004844 
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Integrated Work Flow and Analyses 
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Project Timeline 
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NIH Grants: Phase 0 — 1 Support 
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NIH - 004852 
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NIH - 004855 
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Progress Summary 
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Next Steps 


Partners for Innovation, Discovery, Health | www.fnih.org 45 


Challenges and Opportunities 
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Progress Update Outline 
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Project Background: Problem Statement 
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AMP T2D Appendix: Steering Committee and 


Additional Stakeholder Representatives 


Beena Akolkar, NIDDK/NIH 


Tony Parrado, Janssen 


Melissa Thomas, Lilly 


Olivier Blondel, NIDDK/NIH 
Martin Brenner , Merck 
Julia Brosnan, Pfizer 

Eric Fauman, Pfizer 


Ellen Gadbois, NIH/OD 


Joe Hedrick , Janssen 


Jeffrey Pfefferkorn, Pfizer 
Andrew Plump , Sanofi, co 
-chair 

Dan Rader , UPenn 
Dermot Reilly, Merck 


Hartmut Rueten, Sanofi 


Philip Smith NIH/NIDDK, 
co-chair 


Maria Vassileva, FNIH 
Clarence Wang, Sanofi-Genzyme 
Tao Wei, Lilly 


Sanya Fanous Whitaker, FNIH 


NIH - 004863. 
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Project Background: Goals 
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Project Strategy: Phased Approach 


Partners for Innovation, Discovery, Health | www.fnih.org 52 


NIH - 004866 
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Jame T2D Partnership Target Timeline 


NIH - 004868 
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Progress Summary 
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Progress Summary: Grants and Contracts 
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Future Activities 


NIH - 004871 
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Challenges and Opportunities 
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Q&A 
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| Appendices 
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NIH - 004876 
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NIH - 004881 
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From: Melencio, Cheryl (FNIH) [T] on behalf of Wholley, David (FNIH) [T] 

Sent: Wed, 30 Apr 2014 15:07:10 -0400 

To: Buckholtz, Neil (NIH/NIA) [E];Carter, Robert (NIH/NIAMS) [E];Collins, Francis 
(NIH/OD) [E];Cuss, Francis;Decker, Mike;Devaney, Stephanie (NIH/OD) [E];Dolsten, Mikael;Gadbois, Ellen 
(NIH/OD) [E];Hodes, Richard (NIH/NIA) [E];Hodge, Martin;Hoffmann, Steve (FNIH) [T];Hudson, Kathy 
(NIH/OD) [E];Hutton, Mike;Insel, Thomas (NIH/NIMH) [E];Katz, Stephen I. (NIH/NIAMS) [E];Lifton, 
Richard;Lundberg, Jan;Plump, Andy;Rodgers, Griffin (NIH/NIDDK) [E];Smith, Philip (NIH/NIDDK) 
[E];Vassileva, Maria (FNIH) [T];Whitaker, Sanya (FNIH) [T];Wholley, David (FNIH) [T] 

Ce: Bronson, Charlette (NIH/NIA) [E];Capello, Elizabeth;Clark, Katie;Edmonds, 
Pamela;Holt, Tracy (NIH/NIMH) [E];L'Hostis, Francois; McManus, Ayanna (NIH/OD) [E];Meltzer, Sherry 
(NIH/NIAMS) [E];Poole, Charlene (NIH/NIDDK) [E];Schulke, Hilda (NIH/OD) [E];Wagner, Tim;Wilkerson, 
Anita D. (NIH/NIDDK) [E];Wood, Gretchen (NIH/OD) [E];Zander, Debra 

Subject: AMP Progress Update 

Attachments: AMP Executive Committee Update - April 30 2014 final.docx 


Dear AMP Executive Committee members: 


Please find attached an update of progress on the AMP partnership in lieu of our call this past Friday. Please 
let us know if you have any questions or comments. 


We look forward to speaking with all of you at our next call on May 28th. 
Regards, 


David Wholley 
Director, Research Partnerships, FNIH 


NIH - 004886 


AMP Executive Committee Update 
April 28th, 2014 


From: Wholley, David (FNIH) [T] 

Sent: Mon, 24 Mar 2014 08:25:27 -0400 

To: Smith, Philip (NIH/NIDDK) [E];Collins, Francis (NIH/OD) [E] 

Ce: Vassileva, Maria (FNIH) (71) GG Hudson, Kathy (NIH/OD) 
[E];Gadbois, Ellen (NIH/OD) [E] 

Subject: Andy Plump 


Just wanted you to know that I spoke with Andy Plump for a second time this morning and confirmed his 
wholehearted participation as co-chair of the AMP T2D SC. | told him to expect more intense demands on his time 
between now and mid-summer by the way. Maria Vassileva will be in touch with him on meeting and 
teleconference dates etc. Thanks 

David 


NIH - 004889 


From: Wholley, David (FNIH) [T] 


Sent: Sun, 16 Nov 2014 21:52:55 -0500 

To: Smith, Philip (NIH/NIDDK) [E] 

Ce: Collins, Francis (NIH/OD) [E];Gadbois, Ellen (NIH/OD) [E] 
Subject: Andy Plump 


Phil, Maria Vassileva tells me Andy indeed does plan to be on the call but will leave the presentation of the 
slides on T2D completely to you. Is that correct? Just making sure. Thanks, David 


NIH - 004890 


From: Wholley, David (FNIH) [T] 


Sent: Thu, 30 Oct 2014 14:36:00 -0400 
To: Collins, Francis (NIH/OD) [E] 
Subject: Andy's email 


Andrew.plump@sanofi.com 


NIH - 004891 


From: Wholley, David (FNIH) [T] 


Sent: Wed, 3 Sep 2014 17:02:41 -0400 

To: Collins, Francis (NIH/OD) [E] 

Ce: Gadbois, Ellen (NIH/OD) [E];Mike Decker;Buckholtz, Neil (NIH/NIA) [E];Canet- 
Aviles, Rosa (FNIH) [T] 

Subject: AMP Alzheimer's disease meeting agenda 

Attachments: AMP AD F2F meeting draft 9 2 14 final draft.docx 

Francis, 


On our last EC call you asked to see the agenda for the upcoming AMP Alzheimer’s face to face meeting that 
the Steering Committee is holding (Sept 30- Oct 1). It has just been finalized sufficiently for your review, and 
is attached. 


Thanks, 
David 


NIH - 004892 


ACCELERATING MEDICINES PARTNERSHIP (AMP) Esme 


AMP - Alzheimer’s Disease Annual F2F Meeting 


Marriott Marquis WASHINGTON D.C. 
CatHoLic & UDC MEETING Rooms 
TuespAyY, SEPTEMBER 30 — WEDNESDAY, OcTOBER 1, 2014 


Tuesday, September 30, 2014 


7:30 — 8:30 AM Registration & Breakfast 
Catholic & UDC Foyer 


8:30 - 8:45 AM Welcome and Introductory Remarks 
Neil Buckholtz, Suzana Petanceska, Laurie Ryan NIA/NIH 


8:45 - 9:15 AM NIH Big Data to Knowledge Program (BD2K) 
Philip Bourne, ADDS (To be Confirmed) 


9:15 — 10:45 AM Presentations — Integrated Network Analysis 


Eric Schadt, Icahn School of Medicine at Mount Sinai 
Project: “Integrative Biology Approach to Complexity of Alzheimer's Disease’ 


Philip De Jager, Brigham & Women's Hospital Harvard University 
Project: “Pathway Discovery, Validation and Compound Identification 
for Alzheimer’s Disease” 


Todd Golde, University of Florida 
Project: “A System Approach to Targoting Innate Immunity in AD” 


Allan Levey, Emory University 
Project: “Discovery of Novel Proteomic Targets for Treatment 
of Alzheimer's Disease" 


10:45 — 11:00 AM Break 
UDC meeting room 


11:00 AM - 12:30 PM Presentations — Clinical Trials 


Randall Bateman, Washington University 
Dominantly Inherited Alzheimer’s Network (DIAN) Therapeutics Unit Trial 
(DIAN-TU Trial) 


Reisa Sperling, Harvard University 
Anti-Amyloid in Asymptomatic Alzheimer’s Disease Trial (A4 Trial) 


Eric Reiman, Banner Alzheimer's Center 
Alzheimer’s Prevention Initiative APOE4 Trial (API APOE4 Trial) 


12:30 — 1:30 PM Lunch 
UDC meeting room 


National Institute 
‘on Aging 


1:30 — 2:30 PM 


2:30 — 2:45 PM 


2:45 — 4:00 PM 


4:00 PM 


4:30 — 5:30 PM 


5:30 -7:00 PM 


TING MEDICINES PA 


ERSHIP (AMP). 


Data Enablement and Data Sharing: 

Lara Mangravite and Ben Logsdon, Sage Bionetworks 

Progress report and demo of Synapse AMP-AD public data portal and access 
to deposited data 

Maria Carrillo, Alzheimer’s Association 

Progress report on GAAIN data sharing platform 


Break 
UDC meeting room 


Data Enablement and Data Sharing (Cont.) 
Discussion on potential collaborations between the Integrated Network 


Analysis and the Clinical Trial Biomarkers AMP-AD Projects 


Adjournment 


Reception 
Colleges’ foyer 


Dinner 
Georgetown University meeting room 


Wednesday, October 1, 2014 


7:30 — 8:00 AM 


8:00 - 8:30 AM 


8:30 — 9:00 AM 


9:00 — 9:15 AM 


9:15 — 10:30 AM 


Breakfast 
UDC meeting room 


Update on IMI-2 
Mike Hutton, Eli Lilly, IMI 


AMP-AD / IMI-2 Potential collaborations — Discussion 
All (moderated by Neil Buckholtz, Mike Decker and Mike Hutton) 


Introduction to the Breakout Sessions: 
Suzana Petanceska and Laurie Ryan 


Breakout A: Integrated Network Analysis 

Discussion topics: Clinical Data and RNASeq Standardization, Data 
Governance and Data Sharing, Development of Consortium Collaborative 
Projects - Shaw meeting room 


Breakout B: Clinical Trial Biomarkers 


Discussion topics: Tau Imaging/Power Analysis, Fluid Biomarkers 
PaxGene tubes, Data Sharing/GAAIN - LeDroit meeting room 


National Institute 
‘on Aging 


ACCELERATING MEDICINES PARTNERSHIP (AMP). 


10:30 — 10:45 AM 


10:45 AM — 12:00 PM 


12:00 — 12:30 PM 


12:30 — 1:00 PM 


Break 
UDC meeting room 


Breakout Sessions A & B (Cont.) 


Breakout Groups Action Items/ Conclusion & Next Steps 
UDC meeting room 


Boxed Lunch 
Catholic meeting room (TBD) 


National Institute 
on Aging 


From: Wholley, David (FNIH) [T] 


Sent: Wed, 24 Sep 2014 15:19:53 -0400 

To: Collins, Francis (NIH/OD) [E] 

Ce: McManus, Ayanna (NIH/OD) [E];Gadbois, Ellen (NIH/OD) [E];Wood, Gretchen 
(NIH/OD) [E];Boskent, Celeste (NIH/OD) [E];Hudson, Kathy (NIH/OD) [E] 

Subject: AMP EC 9-26-2014 slides_draft Sept 24.pptx 

Attachments: AMP EC 9-26-2014 slides_draft Sept 24.pptx 

Francis: 


Here are the slides for our AMP pre-call tomorrow morning. Look forward to our discussion. 


David 


NIH - 004896 


Accelerating Medicines PartnershipCore 
Executive Committee Meeting 


26 September 2014 


s-FNIH 


Foundation for the 
National Institutes of Health 


[ Meeting Agenda 


a Review action items from 9/5 EC meeting — David 
WholleySteering Committee updates — SC co-chairs 


— ©ENIH | 


Foundation for the 


Partners for Innovation, Discovery, Health |_ www.fnih.org 


i Action items from 9/5 EC Teleconference 


1. FNIH will work to finalize arrangements for the Extended EC 
MeetingDavid Wholley will put together an agenda note with 
EC input to share with the Extended EC prior to the meeting 
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AD Steering Committee update 
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AD Steering Committee update 


Partners for Innovation, Discovery, Health | www.fnih.org 5 


RA/SLE Steering Committee Update 
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RA/SLE Steering Committee Update 
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T2D Steering Committee Update 
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T2D Steering Committee Update 
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T2D Steering Committee Update 


FNIA | ea 
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| Executive Committee 


=u Next MeetingFriday, October 31, 2014; 8:00 AM — 9:00 
AM EDT 
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From: Wholley, David (FNIH) [T] 


Sent: Thu, 10 Jul 2014 15:44:40 -0400 

To: Collins, Francis (NIH/OD) [E] 

Ce: Hudson, Kathy (NIH/OD) [E];Gadbois, Ellen (NIH/OD) [E];Carter, Robert 
(NIH/NIAMS) [E];Katz, Stephen I. (NIH/NIAMS) [E];Hoffmann, Steve (FNIH) [T] 

Subject: Contribution of Pfizer/EMD-Serono lupus data to AMP 

Francis: 


| just wanted to give you a heads up that Morten Sogaard from Pfizer, who has been our liaison regarding the 
potential integration of the Pfizer/EMD Serono/Broad lupus project (STOP/SLE) data into AMP, will be with 
Mikael Dolsten tomorrow when he visits NIH for the day. In that light here is a quick update on where things 
stand in case this comes up in conversation: 


As you may recall, Pfizer (Marty Hodge) came back shortly before the June 27 EC call and 
confirmed that 


CDA Signatories: 

NIAMS. 

BMS 

Takeda 

Lupus Research Institute 
NIAID 

Merck 


NIH - 004911 


FNIH 

Alliance for Lupus Research 
AbbVie 

Sanofi 

Arthritis Foundation 


Regards, 
David 


NIH - 004912 


From: Wholley, David (FNIH) [T] 


Sent: Wed, 5 Nov 2014 11:20:53 -0500 

To: Collins, Francis (NIH/OD) [E] 

Ce: Gadbois, Ellen (NIH/OD) [E];Hudson, Kathy (NIH/OD) [E] 
Subject: Extended EC meeting 

Francis: 


It occurs to me we did not discuss this overtly but 


We can deal with these latter via a one-off special phone 
briefing with the co-chairs on the progress in their area, which FNIH would arrange with each of them before 
year’s end. 


Your thoughts? Depending on your answer, | will follow up with Mikael Dolsten next immediately so this is a 
joint co-chair decision...wanted to get your take first. 


Thanks, 
David 


NIH - 004913 


From: Wholley, David (FNIH) [T] 


Sent: Tue, 2 Jul 2013 13:54:41 -0400 

To: Collins, Francis (NIH/OD) [E] 

Ce: Hudson, Kathy (NIH/OD) [E];McManus, Ayanna (NIH/OD) [E];Wood, Gretchen 
(NIH/OD) [E];Freire, Maria (FNIH) [T];Melencio, Cheryl (FNIH) [T] 

Subject: FNIH-NIH TVC discussion july 2 2013 - FINAL.pptx 

Attachments: FNIH-NIH TVC discussion july 2 2013 - FINAL.pptx 


Francis, here are slides we are bringing to this afternoon’s meeting. | put your four questions on a kind 
of agenda slide to get us started. If you think they are OK have copied Ayanna and Gretchen so they can 
be distributed to those on the phone. Thanks 


NIH - 004914 


Target Validation ConsortiumNIH-FNIH discussion on funding 


FNIH 


Foundation for the 
National Institutes of Health NIH - 004915 


TVG - Overview Discussi jon.pptx THE Boston Consuttinc Group Draft—for discussion only 


Some key questions 
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TVC governance design principles 


TVC - Overview Discussion - 28Junt3 - Final version.pptx 
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Tue Boston Consuttinc Group 


Draft—for discussion only 
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Potential TVC governance model 


(Funding support from Abbott Nutrition, Amgen, Eli Lilly, FDA, Merck, NIA 


U13 grant, Novartis, The Dairy Research Institute) 


Copyright © 2013 by The Boston Consulting Group, inc. All rights reserved. 
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Additional slides for reference 
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Key policy considerations 


Research topics covered by program 
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From: Wholley, David (FNIH) [T] 


Sent: Wed, 24 Apr 2013 14:06:53 -0400 

To: Collins, Francis (NIH/OD) [E];Hudson, Kathy (NIH/OD) [E] 
Ces Bloom (Sartorius) Leah 

Subject: Follow up on TVC operating model 

Attachments: NIH TVC- draft partnership plan -22Apr13-vRev3.pptx 


Francis and Kathy — 

Thanks for taking the time to sit down with us on Friday to take a first pass at the potential 
operating/governance model for the Target Validation Consortium. We made a few changes—minor as 
it turned out—to the deck as a result of the discussion, which we have attached. In addition we noted 
the following key points from the dicscussion: 


Please let us know if there is anything we missed. As we noted, the plan is to take this forward to 
perhaps a couple of the R&D heads and get their initial reactions to this (which we will feed back to you) 
prior to bringing it back to the Steering Committee. | believe the one-on-one call with Mikael Dolsten is 
scheduled for May 2. 


Regards, 
David Wholley 


NIH - 004924 


Target Validation ConsortiumDraft: 
Partnership plan 


22 April 2013 


NIH - 004925 


Key questions to address for TVC partnership plan 


/ 


Target Validation Consortium concept overview 
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Value proposition for TVC participants & stakeholders 


Research proposals 


Governance and management: Design principles 
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From: Melencio, Cheryl (FNIH) [T] on behalf of Wholley, David (FNIH) [T] 

Sent: Wed, 29 Apr 2015 14:46:05 -0400 

To: Buckholtz, Neil (NIH/NIA) [E];Canet-Aviles, Rosa (FNIH) [T];Carter, Robert 
(NIH/NIAMS) [E];Collins, Francis (NIH/OD) [E];Cuss, Francis;Decker, Mike;Devaney, Stephanie (NIH/OD) 
[E];Dolsten, Mikael;Gadbois, Ellen (NIH/OD) [E];Hodes, Richard (NIH/NIA) [E];Hodge, Martin;Hoffmann, 
Steve (FNIH) [T];Hudson, Kathy (NIH/OD) [E];Hutton, Mike;Jones-Davis, Dorothy (FNIH) [T];Katz, Stephen 
|. (NIH/NIAMS) [E];Li, Rose;richard.lifton;Lundberg, Jan;Rodgers, Griffin (NIH/NIDDK) [E];Smith, Philip 
(NIH/NIDDK) [E];Sorrow, Kathleen;Stein, Peter;Terry, Sharon MA;Vassileva, Maria (FNIH) [T];Whitaker, 
Sanya (FNIH) [T];Wholley, David (FNIH) [T] 


Ce: Di Mantova, Emma (NIH/OD) [E];Boskent, Celeste (NIH/OD) [E];Wood, Gretchen 
(NIH/OD) [E];McManus, Ayanna (NIH/OD) [E];Doswell, Greta (NIH/OD) [E] 

Subject: For your final review: revised AMP Extended EC slides 

Attachments: Revised DRAFT AMP Ext EC May 1 2015 _4-28-15.pptx 


Dear AMP Executive Committee and Steering Committee Co-Chairs: 

Here are the revised slides for the AMP Extended EC call for this coming Friday afternoon, with the 
revisions you suggested on our call this past Friday morning. Can you please take a look and let me 
know if you wish to make any further changes? Also, please confirm back to me who is going to cover 
which slides? So far, | will lead off with the introducing the agenda, Francis Collins said he would cover 
slides 4, 5, and 6 (rationale, participants, governance) and Mikael Dolsten would cover 7-8 (overview of 
research topics and goals). | understand a few of the SC Co-chairs are finalizing their split of slides, so 
please let me know as soon as final. 


Thanks for all your help on this. | am looking forward to a good discussion on Friday. 


Regards, 
David 


David Wholley 

Director, Research Partnerships 

Foundation for the National Institutes of Health 

9650 Rockville Pike | Bethesda, MD 20814 | www.fnih.ore 
Direct (304) 594-6343 | Fax (304) 480-2752 


Combined Federal Campaign (CFC) #29165 
Recipient of 4-star rating from Charity Navigator, 2007-2011 
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Meeting Agenda 
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AMP Governance and Membership 
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AMIP Research Topics 
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| | AMP Goals 
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q AMP RA/SLE Program Overview 
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RA/SLE Project Timeline 
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RA/SLE Progress Update 
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Key Program Challenges 
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Questions 


Partners for Innovation, Discovery, Health | www.fnih.org 17 


; e2 
- = sallisease 
= S= Molecules 


sAcceletatings 


i. 
eMedicil == patients as 
= 


a | 
FNIH ‘Partne Hersilpz 
_ N04 Type 2 Diabetes 


Type 2 Diabetes AMP Program Overview 
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AMP T2D Project Timeline 
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Questions 
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AMP-AD Progress and Challenges: 
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Questions 
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Final Questions 


NIH - 004981 


Partners for Innovation, Discovery, Health | www.fnih.org 39 


Additional Slides 
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From: Wholley, David (FNIH) [T] 


Sent: Mon, 3 Feb 2014 17:30:14 -0500 

To: Myles, Renate (NIH/OD) [E];Burklow, John (NIH/OD) [E];Devaney, Stephanie 
(NIH/OD) [E] 

Ce: Collins, Francis (NIH/OD) [E];Wolf-Rodda, Julie (FN|H) [T];Bullion, Renee (FNIH) 
7] 

Subject: FW: AMP Announcement - status update 


Please see below— Any way we can get them in the announcement? Can you let us know asap so we 
can get back to them—please copy Renee Bullion of our Development group on the email. As you can 
see, the amount is still in flux so | would not use this to update the WSJ numbers, assuming you even 
have any latitude to do sa now. By the way, they specifically asked to be listed together exactly as 
below, including the hyphen. 


David 


From: Bullion, Renee (FNIH) [T] 

Sent: Monday, February 03, 2014 5:25 PM 

To: Dowd, Margaret 

Ce: Hoffmann, Steve (FNIH) [T]; Tarver, Erika (FNIH) [T]; Vassileva, Maria (FNIH) [T]; Wholley, David 
(FNIH) [T]; Wolf-Rodda, Julie (FNIH) [T] 

Subject: RE: AMP Announcement - stetus update 


Hi Peggy, 

Thanks for your email and for clarifying for me by phone that the support you are 
providing is a joint gift (you're currently looking to secure from each 
group) and should be recognized as ... 


Alliance for Lupus Research/Lupus Research Institute 


Thanks again for helping support the AMP — RA/SLE research. | look forward to 
finalizing everything with you soon. 


Thanks, 


Renée A. Bullion, MPA 
301-435-4493 Direct | 301-480-2752 Fax 
rbullion@fnih.org Email 


Combined Federal Campaign (CFC) #29165 
Recipient of 4-star rating from Charity Navigator, 2007-2013 


= 
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From: Dowd, Margaret 

Sent: Monday, February 03, 2014 4:52 PM 

To: Bullion, Renee (FNIH) [T] 

Subject: RE: AMP Announcement - stetus update 


Dear Renee 


The Lupus Research Institute will support the AMP — most likely at the |__ WO. We do 
not have official approval as yet, but would like to be included in the announcement. 


Thanks very much, 


Margaret G. Dowd 

Presiden/CEO 

Lupus Research Institute/S.L.E. Lupus Foundation 

330 Seventh Avenue, Suite 1701 

New York, NY 10001 

212-685-4118 

dowd@lupusny.or 

From: Bullion, Renee (FNIH) [T] [mailto:rbullion@fnih.org] 
Sent: Thursday, January 30, 2014 12:28 PM 

To: Bullion, Renee (FNIH) [T] 

Ce: Hoffmann, Steve (FNIH) [T]; Tarver, Erika (FNIH) [T]; Vassileva, Maria (FNIH) [T]; Wholley, David 
(FNIH) [T]; Wolf-Rodda, Julie (FNIH) [T] 

Subject: AMP Announcement - status update 


Hello, 


| just wanted to touch base with you about the Accelerating Medicines Partnership 
(AMP) and provide you with a brief update on the status of the public announcement 
that will be made on February 4, 2014. As you are probably aware, Francis Collins the 
Director of NIH will make this announcement at the National Press Building next week. 
We would like to include as many of our partner organizations as possible. | know 
many of you are now working to obtain approval from your boards and committees. All 
your efforts are deeply appreciated, as | know you have been working under very tight 
deadlines and outside of your normal review process. 


In order to be part of the announcement you do not have to finalize an LOA with the 
Foundation for NIH. All FNIH needs to know is: 1) yes you will support AMP and 2) the 
giving level you expect to provide. If there is anything you need from me to help finalize 
a decision on your end just let me know. 


NIH - 004986 


If you plan to support AMP but know approval won't be secured in time for the 
announcement please let me know that, too. Several of you have indicated you want to 
be involved in the partnership and that while being included in the Feb. 4 announcement 
would be optimal may not be achievable given the deadline. 


| look forward to hearing from you. If you have any questions or need additional 
information just let me know. 


Thanks, 


Renée A. Bullion, MPA 

Partnership Development Officer 

Foundation for the National Institutes of Health 

9650 Rockville Pike | Bethesda, MD 20814 | www.fnih.org 
301-435-4493 Direct | 301-480-2752 Fax 


rbullion@fnih.org Email 


Combined Federal Campaign (CFC) #29165 
Recipient of 4-star rating from Charity Navigator, 2007-2013 
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From: Wholley, David (FNIH) [T] 


Sent: Sun, 28 Jun 2015 09:34:44 -0400 

To: Collins, Francis (NIH/OD) [E];Hodge, Martin;Carter, Robert (NIH/NIAMS) 
[E];Hoffmann, Steve (FNIH) [T] 

Subject: Fw: AMP Executive Committee Call 26th June: SLE/RA Initiative 


FYI. Congratulations to you all-this kind of praise is not easy to come by. Steve and | will also 
work on some appropriate thoughts and let you know our reply. 
Sent from my BlackBerry 10 smartphone. 


From: Cuss, Francis <francis.cuss@bms.com> 

Sent: Sunday, June 28, 2015 8:24 AM 

To: Wholley, David (FNIH) [T] 

Subject: FW: AMP Executive Committee Call 26th June: SLE/RA Initiative 


David, 

Apologies. 

| neglected to add your name to my email. 

You may have some ideas about why this has worked so well to date (in contrast to many other 
precompetitive initiatives). 

Best, 

Francis 


From: Cuss, Francis 

Sent: Sunday, June 28, 2015 8:21 AM 

To: Carter, Robert (NIH/NIAMS) [E]; Hodge, Martin 

Cc; Katz, Stephen I. (NIH/NIAMS) [E]; Dr Francis Collins; Mikael Dolsten; Dr Jan Lunberg 
Subject: AMP Executive Committee Call 26th June: SLE/RA Initiative 


Dear Marty & Bob, 


Congratulations on remarkable progress over the last 12 months. It was a pleasure to listen to your 
update on Friday. 


It certainly helps that the technology that your are testing appears to work, but regardless the progress 
has been very impressive in that there are so many different labs involved, some of them direct 
competitors with each other! 


As far as | 
can recall the only other group that has tried to tackle this, namely the Immune Tolerance Network 
(ITN), has been focused on only a very specific area. 


In addition to the exciting technological capabilities that are being developed, I’m fascinated by the 
lessons we can learn from the precompetitive process you have overseen. Would you call out any 
particular elements of the process that you believe may have contributed to the success so far and we 
could replicate in other precompetitive preclinical initiatives? 


Best, 
Francis 


This message (including any attachments) may contain confidential, proprietary, privileged and/or private 
information. The information is intended to be for the use of the individual or entity designated above. If 
you are not the intended recipient of this message, please notify the sender immediately, and delete the 
message and any attachments. Any disclosure, reproduction, distribution or other use of this message or 
any attachments by an individual or entity other than the intended recipient is prohibited. 


NIH - 004989 


From: Wholley, David (FNIH) [T] 


Sent: Mon, 3 Nov 2014 10:55:30 -0500 

To: Carter, Robert (NIH/NIAMS) [E];Martin' 'Hodge 
Ce: Hoffmann, Steve (FNIH) [T] 

Subject: FW: AMP Extended Executive Committee Call 
Bob and Marty, 


Per my discussions with Francis Collins about the attendance on our 
Extended EC call, I followed up with Tachi Yamada as to who should 
represent Takeda on the call since Tachi had responded that he cannot make 
it. Sounds like JZ will be joining, just wanted you to know. 


Also sounds like you're starting a fan club :) 
David Wholley 


On 11/3/14, 6:20 AM, "Zalevsky, Jonathan" <Jonathan.Zalevsky@takeda.com> 
wrote: 


>Hi Tachi and David, 

> 

>David, we did not have a chance to touch base in Bethesda last week - but 
>I completely enjoyed our meeting and am very happy with the progress of 
>the RA/SLE investigator group. They have made a lot of headway in the 
>short time since the announcement of the awardees. 

> 

>I am happy to join the meeting as Tachi's delegate. I look forward to the 
>discussion. 


>Thanks, 
SIZ 


>From: Yamada, Tachi 
>Sent: Friday, October 31, 2014 5:05 PM 

>To: Wholley, David (FNIH) [T] 

>Ce: Melencio, Cheryl (FNIH) [T]; Zalevsky, Jonathan 
>Subject: RE: AMP Extended Executive Committee Call 
> 


>Thanks David - I nominate Jonathan Zalevsky to attend in my place - I 
>have copied him on this email - Tachi 
> 
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From: Wholley, David (FNIH) [T] 


Sent: Fri, 31 Jan 2014 17:42:21 -0500 

To: Collins, Francis (NIH/OD) [£];Hudson, Kathy (NIH/OD) [E];Myles, Renate 
(NIH/OD) [E];Burklow, John (NIH/OD) [£];Wolf-Rodda, Julie (FNIH) [T] 

Ce: Devaney, Stephanie (NIH/OD) [E] 

Subject: FW: AMP Partnership 

Importance: High 


| just spoke with Larry and please see email below. The $25,000 is a commitment for this year only, but 
will give them time to consider how they will participate in the out years. (Ge, 
(NN. Renate or John, can you please send Larry an email with the meeting logistics/agenda for 
Tuesday? (lhausner@diabetes.org). FNIH will get ta work on the agreement. Thanks very much! 


From: Larry Hausner [mailto:_Hausner@diabetes.org] 
Sent: Friday, January 31, 2014 5:38 PM 

To: Wholley, David (FNIH) [T] 

Cc: Robert Ratner 

Subject: AMP Partnership 


David, as we just discussed the American Diabetes Association will support the Accelerating Medicines 
Partnership for 2014 with a contribution of $25,000. | am going to try and attend the press conference 
on Tuesday. 


Larry 


Larry Hausner, MBA 
Chief Executive Officer 
American Diabetes Association 


lhausner@diabetes.org * 703.299.2001 
STOP 
DIABETES. 
AX American Diabetes Association 
Join the Millions™. Visit stopdiabetes.com. 
Find us online at: http:// www.diabetes.org 


Twitter: @AmDiabetesAssn 
Facebook: http://www.facebook.com/AmericanDiabetesAssociation 
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From: Wholley, David (FNIH) [T] 


Sent: Wed, 26 Mar 2014 11:26:07 -0400 

To: Collins, Francis (NIH/OD) [E] 

Ce: Hudson, Kathy (NIH/OD) [E];Gadbois, Ellen (NIH/OD) [E] 
Subject: Attendance for Friday's AMP EC call 


Francis, in response to your question about this yesterday, we will have the industry co-chairs except for 
Andy Plump who cannot make the call because of a previous commitment. Also, Mikael Dolsten and Richard 
Hodes are still tentative. Everyone else, including the other two industry co-chairs (Hodge and Decker) 
should be on. 


Thanks, David 


NIH - 004992 


From: Wholley, David (FNIH) [T] 


Sent: Sun, 15 Feb 2015 10:19:42 -0500 
To: Collins, Francis (NIH/OD) [E] 
Subject: Automatic reply: AMP funding partners 


I will be out of the office on Monday, February 16. 


NIH - 004993, 


From: Wholley, David (FNIH) [T] 


Sent: Thu, 5 Dec 2013 15:56:06 -0500 
To: Collins, Francis (NIH/OD) [E] 
Subject: Automatic reply: Bi-weekly TVC Check-in Call 


I am out of the office in all day meetings through Thursday, December 5 with limited email access. Please contact 
Cheryl Melencio at cmelencio@fnih.org or 301-402-4970 if you have an urgent matter. David Wholley 


NIH - 004994 


From: Wholley, David (FNIH) [T] 


Sent: Tue, 11 Feb 2014 15:41:55 -0500 

To: Collins, Francis (NIH/OD) [E];Chin, Bill (Chin@phrma.org) 

Ce: Myles, Renate (NIH/OD) [E];Wood, Gretchen (NIH/OD) [E];Burklow, John 
(NIH/OD) [E];Cush, Ronda (Asst. to Mr. Wheadon) (rcush@phrma.org);Melencio, Cheryl (FNIH) [T] 
Subject: BioCentury TV interview tomorrow 

Importance: High 

Francis, Bill: 


| just spent a few minutes on the phone with Steve Usdin of BioCentury to get a preview of tomorrow’s 
group interview and thought Id share what | heard. As you may know we will be joined by a patient 
advocate, Sandra Myers of the SLE Lupus Foundation (who is someone Steve has apparently had on his 
show before, but not someone either we or NIH has formally approached to be part of AMP as far as | 
know). Steve said he’s likely to ask about the following: 


Hope this is helpful. 
David 


David Wholley 
Director, The Biomarkers Consortium 

Foundation for the National Institutes of Health 

9650 Rockville Pike | Bethesda, MD 20814 | www.fnih.ors 
Direct (304) 594-6343 | Fax (304) 480-2752 


Combined Federal Campaign (CFC) #29165 
Recipient of 4-star rating from Charity Navigator, 2007-2011 
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From: Wholley, David (FNIH) [T] 


Sent: Mon, 3 Feb 2014 18:08:58 -0500 

To: Burklow, John (NIH/OD) [E];Myles, Renate (NIH/OD) [E] 
Ce: Collins, Francis (NIH/OD) [E] 

Subject: FW: AMP T2D partnership 


John and Renate; Please see attached: JDRF is also now in, however please note that they do NOT want 
to be part of the press conference, release, etc. for reasons cited below. 


From: Nickerson, Helen [mailto:hnickerson@jdrf.org) 
Sent: Monday, February 03, 2014 2:51 PM 

To: Bullion, Renee (FNIH) [T] 

Ce: Milligan, Emily 

Subject: AMP T2D partnership 


Dear Renee, 


Further to your email | would like to confirm that JDRF is prepared to move forward with a commitment 
to this partnership, based on the program aims related to diabetic nephropathy, though final details 
need to be resolved. However, we would request not to be part of the initial press release as we will 
need to communicate our rationale in joining this partnership carefully to our stakeholders considering 
we are aT1D foundation. 

We are suggesting an initial commitment of: 


Year 4 and 5 we would consider a new letter of agreement depending upon the success of the project 
and continued relevance to JDRF goals, 


We will be in touch shortly with our proposed revisions to the letter of agreement. Please let me know if 
you have any questions and thanks. 


Helen 


JDRF = 


Helen D. Nickerson, Ph.D. | Senior Scientific Program Manager: Complications 
e: hnickerson@jdrf.org 

0: 212-479-7522 

f: 212-480-2459 

26 Broadway 

New York, NY 10004. 

www.jdrf.org. 


NIH - 004997 


From: Wholley, David (FNIH) [T] 


Sent: Wed, 5 Nov 2014 21:11:49 -0500 

To: Collins, Francis (NIH/OD) [E] 

Subject: Fw: Extended EC call on Friday, November 21 4pm-5:30pm US Eastern Time 
Fyi 


—— Original Message ----- 

From: Andrew.Plump@sanofi.com [mailto:Andrew.Plump@sanofi.com] 

Sent: Wednesday, November 05, 2014 04:41 PM 

To: Wholley, David (FNIH) [T] 

Ce: Smith, Philip (NIH/NIDDK) [E] 

Subject: RE: Extended EC call on Friday, November 21 4pm-5:30pm US Eastern Time 


Hi David, 
Thanks for alerting me. 


I will be in Paris, but can take this by phone, unless you have another industry representative who can join live and 
step in for me. 


Phil, we will need to touch base in the near future to catch up and discuss my role going forward. 


Thanks, 
Andy 


From: Wholley, David (FNIH) [T] [mailto:dwholley@snih.org] 
Sent: Wednesday, November 05, 2014 9:33 PM 

To: Plump, Andrew R&D/FR: 

Subject: Extended EC call on Friday, November 21 4pm-5:30pm US Eastern Time 


Andy-can you make this call? It is a call with our core EC and all the heads of R&D from companies involved in 
AMP, and we'd like the SC co-chairs from each of the disease areas to review progress on their respective research 
plans (in about 20 minutes each). Our staff is putting together slides for discussion. If you cannot make it, now 
would be a good time to know so we can perhaps involve another industry rep on the SC. Thanks, David 


NIH - 004998 


From: Wholley, David (FNIH) [T] 


Sent: Tue, 29 Jul 2014 16:24:16 -0400 

To: Collins, Francis (NIH/OD) [E] 

Subject: FW: Follow-up from discussion with Francis Collins: re: Accelerating Medicines 
Partnership 


Francis: I will see what I can do about clarifying the role of the 
Extended EC, but I think it important to maintain equity in our terms of 
membership. 


David Wholley 
Director, Research Partnerships 

Foundation for the National Institutes of Health 
9650 Rockville Pike, Bethesda, MD 20814 


Office: 301-594-6343 
Assistant: Cheryl Melencio 301-402-4970 


On 7/29/14, 3:53 PM, "James C. Greenwood" <jgreenwood@bio.org> wrote: 


>David, 

> 

>Thank you for your message. We at BIO are quite pleased that the NIH has 
>created this highh ising public/private partnership. While most 
>supportive, 


eine Committee would entail, nor what its powers and duties are and 
>in what ways they are limited relative to the Core Executive Committee, 
> 
>It would be helpful, if you would respond to my concerns, so that we can 
continue to think through whether we should join AMP. 
> 


>Thank you, 
> 


>Jim 
> 


From: Wholley, David (FNIH) [T] 


Sent: Mon, 4 Aug 2014 11:11:15 -0400 
To: Collins, Francis (NIH/OD) [E] 
Subject: FW: Follow-up from discussion with Francis Collins: re: Accelerating Medicines 


Partnership 


David Wholley 

Director, Research Partnerships 

Foundation for the National Institutes of Health 
9650 Rockville Pike, Bethesda, MD 20814 


Office: 301-594-6343 
Assistant: Cheryl Melencio 301-402-4970 


On 8/4/14, 11:09 AM, "Wholley, David (FNIH) [T]" <dwholley@fnih.org> wrote: 


>Sorry to hear, Jim, but understand fully. Thanks for taking the time to 
>consider this. 

> 

>David 

>David Wholley 

>Director, Research Partnerships 

>Foundation for the National Institutes of Health 

9650 Rockville Pike, Bethesda, MD 20814 


> 
>Office: 301-594-6343 
>Assistant: Cheryl Melencio 301-402-4970 


vVvvVVVy¥ 


>On 8/4/14, 9:54 AM, "James C. Greenwood" <jgreenwood@bio.org> wrote: 
> 


>>At the $150,000 level, I'm afraid we'll have to decline. 
> 


NIH - 005000 


From: Wholley, David (FNIH) [T] 


Sent: Tue, 24 Jun 2014 08:59:10 -0400 

To: Collins, Francis (NIH/OD) [E] 

Ce: Gadbois, Ellen (NIH/OD) [E];Hodes, Richard (NIH/NIA) [E];Buckholtz, Neil 
(NIH/NIA) [£];Rosa Canet-Aviles;Dorothy Jones-Davis 

Subject: FW: IMI 

Importance: High 


Francis, as you requested yesterday please see below. We are working on T2D, RA/lupus but the contacts 
there not as clear. Will send you whatever we have. PS, the part about I-SPY 2 is no surprise to us, has been 
brought up in several meetings. Copying Richard and Neil, fyi. Hope this is helpful for your BIO talk. 

David 


From: "hutton_michael@lilly.com" <hutton_michael@lilly.com> 
Date: Tuesday, June 24, 2014 at 5:53 AM 
To: David Wholley <dwholley@fnih.org> 


Cc: Ellen Gadbois SI oo 


Subject: IMI 


Hi David, 

| have actually already prepared some briefing notes for Jan Lundberg on IMI/AMP for this meeting. To 
be clear when you say IMI are you referring to IMI-EPOC (AD prevention platform) or the strategic 
planning for IMI2? I’ve included notes on both elements of IMI below. 

As you'll see | think that in responding to a question on IMI, Francis should primarily discuss the 
development of IMI-EPOC as a platform for AD prevention studies. Any response on the IMI2 strategic 
plan is premature although you can mention that IMI2 is creating a team to set the strategic direction in 
this area and to ensure that there is not unnecessary duplication between US and EU funded consortia. 
Best wishes, 


Mike 


For IMI-EPOC, I've reproduced the notes that | provided to Jan below: 


NIH - 005001 


| don’t think that at present there are eny other aspects/projects within IMI that are worth discussing in 
this context. 


NIH - 005002 


From: Wholley, David (FNIH) [T] 


Sent: Fri, 17 Apr 2015 20:30:11 -0400 

To: Collins, Francis (NIH/OD) [E] 

Ces Gadbois, Ellen (NIH/OD) [E];Melencio, Cheryl (FNIH) [T] 

Subject: FW: Confirming Attendance at April 24 AMP EC Teleconference -- Note from 


Mikael Dolsten's office 


Francis, 

Mikael Dolsten has let us know he is unable to make the EC call next Friday, April 24 and wants to know 
if it is OK for him to substitute one of his lieutenants, Martin Sogaard , information below). We have to 
be careful of course about substitutions but main agenda item besides the usual updates is to discuss 
how we will handle the May 1 Extended FC call, so having someone as Mikael’s eyes and ears on that 
subject might be appropriate for this particular call. What do you think? 


PS, we are confirming Mike Decker (AD co-chair from Abbvie) and Marty Hodge (RA/SLE co-chair from 
Pfizer) but everyone else except Rick Lifton has responded positively for this 4/24 EC call. 


Thanks, 
David 


From: Protasiewicz, Ann [mailto:Ann.Protasiewicz@pfizer.com] 

Sent: Friday, April 17, 2015 7:46 AM 

To: Melencio, Cheryl (FNIH) [T] 

Subject: RE: Confirming Attendance at April 24 AMP EC Teleconference 


Cheryl, 


Any word on this? | need to let the person who may fill in for Mikael know whether or not it is 
permissible for him to participate in Mikael’s stead. 


Ann 


Ann Martin Protasiewicz 
Executive Assistant to 
Mikael Dolsten, President 
Worldwide Research and Development 
Pfizer Inc. 
235 East 42 Street, Floor 22 
New York, NY 10017 
212-733-5859 (Office) 
(Mobile) 
E-Mail — ann.protasiewicz@pofizer.com 


From: Melencio, Cheryl (FNIH) [T] [mailto:cmelencio@fnih.org 

Sent: Tuesday, April 14, 2015 4:57 PM 

To: Protasiewicz, Ann 

Subject: RE: Confirming Attendance at April 24 AMP EC Teleconference 


NIH - 005003 


David hasn’t responded to me yet. | will check with him and let you know. 


Cheryl Melencio 

Executive Assistant, Research Partnerships 

Foundation for the National Institutes of Health 

9650 Rockville Pike | Bethesda, MD 20814 | www.fnih.org 
Direct (301) 402-4970 | Fax (301) 480-2752 


Combined Federal Campaign (CFC) #29165 
Recipient of 4-star rating from Charity Navigator, 2007-2012 


SFNIH 


From: Protasiewicz, Ann [mailto:Ann.Protasiewicz@pfizer.com] 

Sent: Tuesday, April 14, 2015 4:54 PM 

To: Melencio, Cheryl (FNIH) [T] 

Subject: RE: Confirming Attendance at April 24 AMP EC Teleconference 


Dear Cheryl, 


| had sent the attached e-mail. Mikael Dolsten now has a conflict with the AMP Executive Committee 
Teleconference on Friday, April 24. Is it permissible for him to have one of his direct reports participate 
in the Teleconference in his stead? 


Ann 


Ann Martin Protasiewicz 
Executive Assistant to 
Mikael Dolsten. President 
Worldwide Research and Development 
Pfizer Inc. 
235 East 42™ Street, Floor 22 
New York, NY 10017 
212-733-5859 (Office) 
(Mobile) 
E-Mail — ann protasiewicz@ofizer.com 


From: Melencio, Cheryl (FNIH) [T] [mailto:cmelencio@fnih.org] 

Sent: Tuesday, April 14, 2015 4:47 PM 

To: Buckholtz, Neil (NIH/NIA) [E]; Carter, Robert (NIH/NIAMS) [E]; Collins, Francis (NIH/OD) [E]; Cuss, 
Francis; Decker, Mike; Devaney, Stephanie (NIH/OD) [E]; Dolsten, Mikael; Gadbois, Ellen (NIH/OD) [E]; 
Hodes, Richard (NIH/NIA) [E]; Hodge, Martin; Hudson, Kathy (NIH/OD) [E]; Hutton, Mike; Katz, Stephen 
I, (NIH/NIAMS) [E]; richard.lifton; Lundberg, Jan; Rodgers, Griffin (NIH/NIDDK) [E]; Smith, Philip 
(NIH/NIDDK) [E]; Stein, Peter; Terry, Sharon MA 

Ce: Boskent, Celeste (NIH/OD) [E]; Bronson, Charlette (NIH/NIA) [E]; Capello, Elizabeth; Clark, Katie; 
Craver, Stephanie (NIH/NIAMS) [E]; Doswell, Greta (NIH/OD) [E]; Edmonds, Pamela; Gwaldis, Janice; 
Hennessey, Shawn; McManus, Ayanna {NIH/OD) [E]; Meltzer, Sherry (NIH/NIAMS) [E]; Murza, Tanya; 
Parpana, Sarah (NIH/NIDDK) [C]; Poole, Charlene (NIH/NIDDK) [E]; Protasiewicz, Ann; Schulke, Hilda 


NIH - 005004 


(NIH/OD) [E]; Sheehan, Joan (NIH/NIA) [E]; Wilkerson, Anita D. (NIH/NIDDK) [E]; Wood, Gretchen 
(NIH/OD) [E]; Zander, Debra 
Subject: Confirming Attendance at April 24 AMP EC Teleconference 


Good afternoon 

Please confirm your attendance for the AMP EC Call on April 24 at 8 a.m.—9 a.m. Eastern time. 
Thank you. 

Cheryl 


Cheryl Melencio 

Executive Assistant, Research Partnerships 

Foundation for the National Institutes of Health 

9650 Rockville Pike | Bethesda, MD 20814 | www.fnih.org 
Direct (301) 402-4970 | Fax (301) 480-2752 


Combined Federal Campaign (CFC) #29165 
Recipient of 4-star rating from Charity Navigator, 2007-2012 


SFNIH 


NIH - 005005 


From: Wholley, David (FNIH) [T] 


Sent: Thu, 6 Mar 2014 10:05:57 -0500 
To: Collins, Francis (NIH/OD) [E] 
Subject: FW: My call with Andy Plump this evening 


Sorry, appear to have an older address of yours in my blackberry. 
On 3/5/14, $:13 PM, "Wholley, David (FNIH) [T]" <dwholley@fnih.org> wrote: 


>Please see below. In other words still a little hesitation but I think 
>OK. He loved the launch and associated press. 

> 

>----- Original Message 
>From: Wholley, David (FNIH) [T] 

>Sent: Wednesday, March 05, 2014 08:10 PM 


>To: Vassileva, Maria (FNIH) [T]} oe: 
; Smith, Philip (NIH/NIDDK) [E]; Melencio, Cheryl 


>(FNIH) [T] 
>Subject: My call with Andy Plump this evening 
> 


>He¢ is definitely interested in coming back in, just needs to make sure he 
can handle the workload etc. He asked if we can put together a summary 
>of progress made and where things stand with the cmte, what the meeting 
>burden looks like going forward, and senc it to him this week, then set 
>up a call for the week after next, since next week apparently not good 
>for him. Maria, can you please take charge of putting together the 
>summary? Cheryl can work with Andy's admin on the call, | would guess 
>ideally to include us four as well as Andy. Thanks 

>David 


NIH - 005006 


From: Wholley, David (FNIH) [T] 


Sent: Thu, 30 Jul 2015 16:29:29 -0400 

To: Collins, Francis (NIH/OD) [E] 

Ce: Gadbois, Ellen (NIH/OD) [E];Boskent, Celeste (NIH/OD) [E];Wood, Gretchen 
(NIH/OD) [E];Melencio, Cheryl (FNIH) [T] 

Subject: Fw: Note from Mikael Dolsten's office just received 

Importance: High 

Fyi 


Sent from my BlackBerry 10 smartphone. 

From: Melencio, Cheryl (FNIH) [T] <cmelencio@fnih.org> 
Sent: Thursday, July 30, 2015 4:14 PM 

To: Wholley, David (FNIH) [T]; Collins, Francis (NIH/OD) [E] 
Subject: Note from Mikael Dolsten's office just received 


FYI 


From: Protasiewicz, Ann [mailto:Ann.Protasiewicz@ pfizer.com] 

Sent: Thursday, July 30, 2015 3:41 PM 

To: Melencio, Cheryl (FNIH) [T] <cmelencio@fnih.org> 

Ce: Dolsten, Mikael <Mikael.Dolsten@pfizer.com>; Protasiewicz, Ann <Ann.Protasiewicz@pfizer.com> 
Subject: FW: Materials for AMP Executive Committee Teleconference, Friday, July 31 8 a.m. Eastern 
time 

Importance: High 


Cheryl, 


Mikael is travelling tomorrow morning, July 31. He plans to participate in the call but, because of the 
travel logistics, he will dial in approx. 15 minutes late. Please confirm receipt of this e-mail. 


Regards, 
Ann 


Ann Martin Protasiewicz 

Executive Assistant to 

Mikael Dolsten, President 

Worldwide Research and Development 
Pfizer Inc, 

235 East 42™ Street, Floor 22 

New York, NY 10017 

212-733-5859 (Office) 

BREED (Mobile) 

E-Mail — ann.protasiewicz@pfizer.com 


From: Melencio, Cheryl (FNIH) [T] [mailto:cmelencio@fnih.org] 
Sent: Thursday, July 30, 2015 2:17 PM 
To: Buckholtz, Neil (NIH/NIA) [E]; Canet-Aviles, Rosa (FNIH) [T]; Carter, Robert (NIH/NIAMS) [E]; 


NIH - 005007 


Collins, Francis (NIH/OD) [E]; Cuss, Frencis; Decker, Mike; Devaney, Stephanie (NIH/OD) [E]; Dolsten, 
Mikael; Gadbois, Ellen (NIH/OD) [E]; Hodes, Richard (NIH/NIA) [E]; Hodge, Martin; Hoffmann, Steve 
(FNIH) [T]; Hudson, Kathy (NIH/OD) [E]; Jones-Davis, Dorothy (FNIH) [T]; Katz, Stephen I. 
(NIH/NIAMS) [E]; Li, Rose; Lifton, Richard; Lundberg, Jan; Rodgers, Griffin (NIH/NIDDK) [E]; Serrate- 
Sztein, Susana (NIH/NIAMS) [E]; Smith, Philip (NIH/NIDDK) [E]; Sorrow, Kathleen; Stein, Peter; Terry, 
Sharon MA; Whitaker, Sanya (FNIH) [T]; Wholley, David (FNIH) [T] 

Cc: Boskent, Celeste (NIH/OD) [E]; Bronson, Charlette (NIH/NIA) [E]; Cappello, Elizabeth; Clark, Katie; 
Craver, Stephanie (NIH/NIAMS) [E]; Doswell, Greta (NIH/OD) [E]; Edmonds, Pamela; Fraser, Christe 
(NIH/NIAMS) [C]; Gwaldis, Janice; Hennessey, Shawn; Jones, Jessica (FNIH) [T]; McManus, Ayanna 
(NIH/OD) [E]; Melencio, Cheryl (FNIH) [T]; Meltzer, Sherry (NIH/NIAMS) [E]; Murza, Tanya; Parpana, 
Sarah (NIH/NIDDK) [C]; Poole, Chariene (NIH/NIDDK) [E]; Protasiewicz, Ann; Schulke, Hilda (NIH/OD) 
[E]; Sheehan, Joan (NIH/NIA) [E]; Wilkerson, Anita D. (NIH/NIDDK) [E]; Wood, Gretchen (NIH/OD) [E]; 
Zander, Debra 

Subject: Materials for AMP Executive Committee Teleconference, Friday, July 31 8 a.m. Eastern time 


Good afternoon, 


Attached are the materials for the AMP Executive Committee call, which is being held Friday, July 31 at 8 
a.m. Eastern time. Dial in credentials are: (OHO France: 0805 770 131 Participant Code: 


Regards, 


Cheryl 

Cheryl Melencio 

Executive Assistant, Research Partnerships 

Foundation for the National Institutes of Health 

9650 Rockville Pike | Bethesda, MD 20814 | www fnih.org 
Direct (301) 402-4970 | Fax (301) 480-2752 


Combined Federal Campaign (CFC) #29165 
For eleven consecutive years, Charity Navigator has rated the FNIH as an organization that exceeds 
industry standards. 


©FNIH 


To facilitate conservation of earth's precious natural resources please consider the environment before printing this email. 
Confidentiality Notice: Information contained in this e-mail and attachments may be legally privileged and confidential. If you are not an 
intended recipient, you are hereby notified that dissemination, distribution or copying this e-mail and attachments is strictly prohibited; 
please delete the e-mail and attachments immedictely. 


NIH - 005008 


From: Wholley, David (FNIH) [T] 


Sent: Fri, 31 Oct 2014 19:04:24 -0400 
To: Collins, Francis (NIH/OD) [E] 
Ce: Gadbois, Ellen (NIH/OD) [E] 
Subject: FW: November 21 Extend 

FYI 


From: <Smith>, "Philip [E] (NIH/NIDDK)" [iii NNN) 
Date: Friday, October 31, 2014 at 7:02 PM 

To: David Wholley <dwholley@fnih.org> 

Subject: Re: November 21 Extend 


lam not going to the conference | had planned to attend on 21st so | will be available. Andy is a 
wonderful colleague, but as you are aware I'm sure, has not been able to contribute much less lead. | 
look forward to hearing from him. 


From: Wholley, David (FNIH) [T] 

Sent: Friday, October 31, 2014 06:09 PM 
To: Smith, Philip (NIH/NIDDK) [E] 

Ce: Melencio, Cheryl (FNIH) [T] 

Subject: November 21 Extended EC meeting 


Phil: 


As you heard on this morning’s AMP EC call, we have landed on Friday, November 21 from 4PM-5:30PM EST 
as the only available date in the near future for our AMP Extended Steering Committee call. | know you 
responded as as a “no,” but although | pointed out to Francis that we do have a few folks where attendance 
may prove a challenge (in other words, | tried), he really wants this to happen and asked me to make sure 
specifically that you and Bob Carter can attend. Can you let us know? Hope this does not cause too much 
inconvenience— 


(By the way, confidentially Francis has reached out to Andy Plump and Andy may be reaching out to you in 
the next week or two to discuss his schedule/involvement in general in the T2D SC. Can you please let me 


know if you do not hear from him?) 


Thanks 
David 


NIH - 005009 


From: Wholley, David (FNIH) [T] 


Sent: Thu, 30 Jul 2015 22:12:40 -0400 

To: Collins, Francis (NIH/OD) [E] 

Ces Melencio, Cheryl (FNIH) [T];Boskent, Celeste (NIH/OD) [E];McManus, Ayanna 
(NIH/OD) [E];Gadbois, Ellen (NIH/OD) [£] 

Subject: FW: Materials for AMP Executive Committee Teleconference, Friday, July 31 8 


a.m. Eastern time 


Another late breaking note, fyi 


From: Cuss, Francis [mailto:francis.cuss@bms.com] 

Sent: Thursday, July 30, 2015 9:00 PM 

To: Melencio, Cheryl (FNIH) [T] 

Ce: Wholley, David (FNIH) [T] 

Subject: RE: Materials for AMP Executive Committee Teleconference, Friday, July 31 8 a.m. Eastern 
time 


Cheryl, 
Just to confirm that | will not be able to attend tomorrow’s call since | will be travelling. 


Best, 
Francis 


From: Melencio, Cheryl (FNIH) [T] [mailto:cmelencio@fnih.org] 

Sent: Thursday, July 30, 2015 2:17 PM 

To: Buckholtz, Neil (NIH/NIA) [E]; Canet-Aviles, Rosa (FNIH) [T]; Carter, Robert (NIH/NIAMS) 
[E]; Collins, Francis (NIH/OD) [E]; Cuss, Francis; Decker, Mike; Devaney, Stephanie (NIH/OD) 
[E]; Dolsten, Mikael; Gadbois, Ellen (NIH/OD) [E]; Hodes, Richard (NIH/NIA) [E]; Hodge, Martin; 
Hoffmann, Steve (FNIH) [T]; Hudson, Kathy (NIH/OD) [E]; Jones-Davis, Dorothy (FNIH) [T]; 
Katz, Stephen I. (NIH/NIAMS) [E]; Li, Rose; Lifton, Richard; Lundberg, Jan; Rodgers, Griffin 
(NIH/NIDDK) [E]; Serrate-Sztein, Susana (NIH/NIAMS) [E]; Smith, Philip (NIH/NIDDK) [E]; 
Sorrow, Kathleen; Stein, Peter; sterrygeneticalliance.org; Whitaker, Sanya (FNIH) [T]; Wholley, 
David (FNIH) [T] 

Cc: Boskent, Celeste (NIH/OD) [E]; Bronson, Charlette (NIH/NIA) [E]; Cappello, Elizabeth; Clark, 
Katie; Craver, Stephanie (NIH/NIAMS) [E]; Doswell, Greta (NIH/OD) [E]; Edmonds, Pamela; 
Fraser, Christe (NIH/NIAMS) [C]; Gwaldis, Janice; Hennessey, Shawn; Jones, Jessica (FNIH) [T]; 
McManus, Ayanna (NIH/OD) [E]; Melencio, Cheryl (FNIH) [T]; Meltzer, Sherry (NIH/NIAMS) [E]; 
Murza, Tanya; Parpana, Sarah (NIH/NIDDK) [C]; Poole, Charlene (NIH/NIDDK) [E]; Protasiewicz, 
Ann; Schulke, Hilda (NIH/OD) [E]; Sheehan, Joan (NIH/NIA) [E]; Wilkerson, Anita D. 
(NIH/NIDDK) [E]; Wood, Gretcnen (NIH/OD) [E]; Zander, Debra 

Subject: Materials for AMP Executive Committee Teleconference, Friday, July 31 8 a.m. Eastern 
time 


Good afternoon, 
Attached are the materials for the AMP Executive Committee call 


July 31 at 8 a.m. Eastern time. Dial in credentials are: | 
Participant Code: 


hich is being held Friday, 
) France: 0805 770 131 


NIH - 005010 


Regards, 


Cheryl 

Cheryl Melencio 

Executive Assistant, Research Partnerships 

Foundation for the National Institutes of Health 

9650 Rockville Pike | Bethesda, MD 20814 | www. fnih.ors 
Direct (304) 402-4970 | Fax (301) 480-2752 


Combined Federal Campaign (CFC) #29165 
For eleven consecutive years, Charity Navigator has rated the FNIH as an organization that 


exceeds industry standards. 


To facilitate conservation of earth’s precious natural resources please consider the environment before printing this email. 
Confidentiality Notice: Information contained in this e-mail and attachments may be legally privileged and confidential. If you 
are not an intended recipient, you are hereby notified that dissemination, distribution or copying this e-mail and attachments 
Is stricily prohibited; please delete the e-mail and attachments immediately. 


This message (including any attachments) may contain confidential, proprietary, privileged and/or private 
information. The information is intended to be for the use of the individual or entity designated above. If 
you are not the intended recipient of this message, please notify the sender immediately, and delete the 
message and any attachments, Any disclosure, reproduction, distribution or other use of this message or 


any attachments by an individual or entity other than the intended recipient is prohibited. 
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From: Wholley, David (FNIH) [T] 


Sent: Fri, 27 Mar 2015 07:35:21 -0400 

To: Collins, Francis (NIH/OD) [E] 

Ce: Gadbois, Ellen (NIH/OD) [E] 

Subject: Fw: Materials for March 27 AMP Executive Committee Telecon 
Attachments: AMP EC Mar 27 2015 final.pdf 

Just fyi 


From: Hodes, Richard (NIH/NIA) [E] 

Sent: Friday, March 27, 2015 07:15 AM 

To: Canet-Aviles, Rosa (FNIH) [T]; Wholley, David (FNIH) [T] 

Subject: FW: Materials for March 27 AMP Executive Committee Telecon 


| will need to leave the call early this morning. If AD can be covered first, that would be ideal. 
Otherwise, Neil can obviously handle this fine without me. 
Thanks 


From: Melencio, Cheryl (FNIH) [T] 

Sent: Wednesday, March 25, 2015 2:07 PM 

To: Buckholtz, Neil (NIH/NIA) [E]; Canet-Aviles, Rosa (FNIH) [T]; Carter, Robert (NIH/NIAMS) [E]; 
Collins, Francis (NIH/OD) [E]; Cuss, Francis; Decker, Mike; Devaney, Stephanie (NIH/OD) [E]; Dolsten, 
Mikael; Gadbois, Ellen (NIH/OD) [E]; Hodes, Richard (NIH/NIA) [E]; Hodge, Martin; Hoffmann, Steve 
(FNIH) [T]; Hudson, Kathy (NIH/OD) [E]; Hutton, Mike; Jones-Davis, Dorothy (FNIH) [T]; Katz, Stephen 
I, (NIH/NIAMS) [E]; Li, Rose; richard.lifton; Lundberg, Jan; Rodgers, Griffin (NIH/NIDDK) [E]; Smith, 
Philip (NIH/NIDDK) [E}; Sorrow, Kathleen; Stein, Peter; Terry, Sharon MA; Vassileva, Maria (FNIH) [T]; 
Whitaker, Sanya (FNIH) [T]; Wholley, David (FNIH) [T] 

Cc: Boskent, Celeste (NIH/OD) [E]; Bronson, Charlette (NIH/NIA) [E]; Capello, Elizabeth; Clark, Katie; 
Doswell, Greta (NIH/OD) [E]; Edmonds, Pamela; Gwaldis, Janice; Hennessey, Shawn; McManus, Ayanna 
(NIH/OD) [E]; Meltzer, Sherry (NIH/NIAMS) [E]; Murza, Tanya; Parpana, Sarah (NIH/NIDDK) [C]; Poole, 
Charlene (NIH/NIDDK) [E]; Protasiewicz, Ann; Schulke, Hilda (NIH/OD) [E]; Sheehan, Joan (NIH/NIA) 
[E]; Wilkerson, Anita D. (NIH/NIDDK) [E]; Wood, Gretchen (NIH/OD) [E]; Zander, Debra; Di Mantova, 
Emma (NIH/OD) [E] 

Subject: Materials for March 27 AMP Executive Committee Telecon 


Good afternoon 


Here are the materials for Friday's call at 8:00 a.m. Eastern time. Call in credentials: [II @@ 
France: 0805 770 131 Participant Code: {OG Moderator Code: (PHO Project Code: |) 


We are looking forward to Friday's call. 


David Wholley 
Director, Research Partnerships 


Cheryl Melencio 
Executive Assistant, Research Partnerships 
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Foundation for the National Institutes of Health 
9650 Rockville Pike | Bethesda, MD 20814 | www.fnih.org 
Direct (301) 402-4970 | Fax (301) 480-2752 


Combined Federal Campaign (CFC) #29165 
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Working Groups — Research Sites 
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Working Groups — Leadership Center 
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Ongoing Research Work 
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T2D Steering Committee Update 
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T2D Steering Committee Update 
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AD Steering Committee update 
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AD Steering Committee update 
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Executive Committee 


m Next Meeting 
° Friday, April 24, 2015; 8:00 AM — 9:00 AM Eastern US Time 
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From: Wholley, David (FNIH) [T] 


Sent: Wed, 27 May 2015 15:25:31 -0400 
To: Collins, Francis (NIH/OD) [E];Gadbois, Ellen (NIH/OD) [E] 
Subject: FW: Materials for May 30 AMP Executive Committee Telecon 


FY| for Friday's EC 


From: Melencio, Cheryl (FNIH) [T] 

Sent: Wednesday, May 27, 2015 2:15 PM 

To: Wholley, David (FNIH) [T] 

Subject: FW: Materials for May 30 AMP Executive Committee Telecon 


Fyi—his admin originally replied he would be on call. 


Cheryl Melencio 

Executive Assistant, Research Partnerships 

Foundation for the National Institutes of Health 

9650 Rockville Pike | Bethesda, MD 20814 | www.fnih.org 
Direct (301) 402-4970 | Fax (301) 480-2752 


Combined Federal Campaign (CFC) #29165 
Recipient of 4-star rating from Charity Navigator, 2007-2012 
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From: Zander, Debra [mailto:debra.zander@bms.com] 

Sent: Wednesday, May 27, 2015 2:07 PM 

To: Melencio, Cheryl (FNIH) [T] 

Subject: RE: Materials for May 30 AMP Executive Committee Telecon 


Dear Cheryl, 
Francis Cuss will be unable to participate on the call this Friday. 


Best regards, 
Deb 


From: Melencio, Cheryl (FNIH) [T] [mailto:cmelencio@fnih.ora] 

Sent: Wednesday, May 27, 2015 11:05 AM 

To: Buckholtz, Neil (NIH/NIA) [E]; Canet-Aviles, Rosa (FNIH) [T]; Carter, Robert (NIH/NIAMS) 
[E]; Collins, Francis (NIH/OD) [E]; Cuss, Francis; Decker, Mike; Devaney, Stephanie (NIH/OD) 
[E]; Dolsten, Mikael; Gadbois, Ellen (NIH/OD) [E]; Hodes, Richard (NIH/NIA) [E]; Hodge, Martin; 
Hoffmann, Steve (FNIH) [T]; Hudson, Kathy (NIH/OD) [E]; Jones-Davis, Dorothy (FNIH) [T]; 
Katz, Stephen I. (NIH/NIAMS) [E]; Li, Rose; Lifton, Richard; Lundberg, Jan; Rodgers, Griffin 
(NIH/NIDDK) [E]; Smith, Philip (NIH/NIDDK) [E]; Sorrow, Kathleen; Stein, Peter; 
sterrygeneticalliance.org; Vassileva, Maria (FNIH) [T]; Whitaker, Sanya (FNIH) [T]; Wholley, 
David (FNIH) [T] 


NIH - 005034 


Cc: Boskent, Celeste (NIH/OD) [E]; Bronson, Charlette (NIH/NIA) [E]; Cappello, Elizabeth; Clark, 
Katie; Craver, Stephanie (NIH/NIAMS) [E]; Doswell, Greta (NIH/OD) [E]; Edmonds, Pamela; 
Gwaldis, Janice; Hennessey, Shawn; McManus, Ayanna (NIH/OD) [E]; Meltzer, Sherry 
(NIH/NIAMS) [E]; Murza, Tanya; Parpana, Sarah (NIH/NIDDK) [C]; Poole, Charlene (NIH/NIDDK) 
[E]; Protasiewicz, Ann; Schulke, Hilda (NIH/OD) [E]; Sheehan, Joan (NIH/NIA) [E]; Wilkerson, 
Anita D. (NIH/NIDDK) [E]; Wood, Gretchen (NIH/OD) [E]; Zander, Debra; 
‘diya.banerjee@roseliassociates.com’ 

Subject: Materials for May 30 AMP Executive Committee Telecon 


Good morning, 


Attached are the materials for Friday morning’s AMP Executive Committee Telecon at 8:00 a.m. 
Eastern time. 

Reminder: Dial in #: (QO France: 0805 770 131 Participant Code: (OO 
Moderator Code: (J) @@ Project Code: GG 


Chery! 


Cheryl Melencio 

Executive Assistant, Research Partnerships 

Foundation for the National Institutes of Health 

9650 Rockville Pike | Bethesda, MD 20814 | www.fnih.org 
Direct (301) 402-4970 | Fax (301) 480-2752 


Combined Federal Campaign (CFC) #29165 
Recipient of 4-star rating from Charity Navigator, 2007-2012 


SFNIH 


This message (including any attachments) may contain confidential, proprietary, privileged and/or private 
information. The information is intended to be for the use of the individual or entity designated above. If 
you are not the intended recipient of this message, please notify the sender immediately, and delete the 
message and any attachments. Any disclosure, reproduction, distribution or other use of this message or 
any attachments by an individual or entity other than the intended recipient is prohibited 
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From: Wholley, David (FNIH) [T] 


Sent: Mon, 3 Feb 2014 10:57:53 -0500 

To: Collins, Francis (NIH/OD) [E];Myles, Renate (NIH/OD) [E];Burklow, John 
(NIH/OD) [E] 

Cc? Hodes, Richard (NIH/NIA) [E];Buckholtz, Neil (NIH/NIA) 


EO Hudson, kathy 
(NIH/OD) [E];Wolf-Rodda, Julie (FNIH) [T] 

Subject: Fw: Sanofi -- EZ formally approves participating RA/Lupus and T2D, but NOT 
Alzheimer's 


Hot off the press. First we've heard of it--and we have been pressing them on all three areas, heard nary 
a peep about this before. | will let Lana know, perhaps she can shed some light. | have sent the AD plan 
to Lundbeck and Roche, so hopefully they will step up to fill the gap, but we won't know for at least a 
month is my guess. 


From: Wolf-Rodda, Julie (FNIH) [T] 

Sent: Monday, February 03, 2014 10:45 AM 

To: Wholley, David (FNIH) [T]; Hoffmann, Steve (FNIH) [T]; Vassileva, Maria (FNIH) [T] 

Cc: Tune, Julie (FNIH) [T]; Tarver, Erika (FNIH) [T] 

Subject: Sanofi -- EZ formally approves participating RA/Lupus and T2D, but NOT Alzheimer's 


Sorry, just got the news that Sanofi wil! NOT be doing AMP — Alzheimers. (wea 
A They are firmly in on the other 2 


diseases, though. 


Julie Wolf-Rodda 

Director of Development 

Foundation for the National Institutes of Health 

9650 Rockville Pike | Bethesda, MD 20814 | www.fnih.org 
Direct (301) 402-6027 | Fax (301) 480-2752 


Combined Federal Campaign (CFC) #29165 
Recipient of 4-star rating from Charity Navigator, 2007-2013 
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From: Wholley, David (FNIH) [T] 


Sent: Fri, 25 Oct 2013 08:24:14 -0400 
To: Collins, Francis (NIH/OD) [E] 

Ce: Hudson, Kathy (NIH/OD) [E] 
Subject: FW: Target Validation Consortium 


Just fyi, thought you should see this. Francis, | believe both you and George will be attending the FNIH 
Board dinner on Wednesday night and, if so, this might be a good opportunity to discuss this with him. 


From: Hodes, Richard (NIH/NIA) [E] 
Sent: Thursday, October 24, 2013 6:45 PM 
To: Wholley, David (FNIH) [T] 

Subject: RE: Target Validation Consortium 


Hi David, 

| made it as clear as | could to George. He indicated that he intended to contact Francis Collins about 
it, and | let Francis know that he might be hearing from George. We could raise the subject on 
tomorrow’s call. 
Best 
Richard 


From: Wholley, David (FNIH) [T] 
Sent: Thursday, October 24, 2013 6:22 PM 
To: Hodes, Richard (NIH/NIA) [E] 
Subject: FW: Target Validation Consortium 


Hi Richard, please see below. | believe you said you were going to speak with him about this also? This 
may need some reinforcement... 

| have let Meryl Comer and Maria Carillo know this too, no pushback there. 

Regards, David 


From: Wholley, David (FNIH) [T] 
Sent: Thursday, October 24, 2013 6:16 PM 
Te 
Cc: Wolf-Rodda, Julie (FNIH) [T] 
Subject: RE: Target Validation Consortium 


| understand, George, but Francis Collins has specifically asked that iE )(5} 


(EI until we are ready to announce. There is also a possibility of White House interest ina 
TVC announcement and that prospect would be seriously undermined by premature announcement in 
another venue. 


From: 

Sent: Thursday, October 24, 2013 6:07 PM 
To: Wholley, David (FNIH) [T] 

Cc: Wolf-Rodda, Julie (FNIH) [T] 

Subject: Re: Target Validation Consortium 


NIH - 005037 


David, the CEOi/NYAS Summit is a big announcement platform. As | said at PhRMA meeting, we will be 
announcing a study that will model the benefits of this consortium together with other infrastructure 
changes. It would be quite powerful if we were able to preview the work that is happening on each. 


George 


In a message dated 10/24/2013 5:40:35 P.M. Eastern Daylight Time, dwholley@fnih.org writes: 
George—I very much enjoyed your talk at the PARMA meeting yesterday—brought everyone 
back to the big picture. I did not geta chance to chat with you there but wanted to give you an 
update on the TVC. With the end of the government shutdown, we are now moving forward 
with refining our project concepts into specific project plans—defining the detailed science. We 
are moving fast and | expect we will have plans in place and industry investments ali; b 
mid-December. 


| look forward to seeing you at the NYAS meeting next month, looks like it will be a great 
meeting. 


David 


David Wholley 

Director, The Biomarkers Consortium 

Foundation for the National Institutes of Health 

9650 Rockville Pike | Bethesda, MD 20814 | www.fnih.org 
Direct (301) 594-6343 | Fax (304) 480-2752 


Combined Federal Campaign (CFC) #29165 
Recipient of 4-star rating from Charity Navigator, 2007-2011 


From: Wholley, David (FNIH) [T] 


Sent: Mon, 28 Oct 2013 17:39:53 -0400 
To: Collins, Francis (NIH/OD) [E];Hudson, Kathy (NIH/OD) [E] 
Subject: FW: Target Validation Consortium 


Just fyi, forwarding to you in confidence. 


From: George Vradenburg 

Sent: Friday, October 25, 2013 9:27 AM 
To: Wholley, David (FNIH) [T] 

Cc: Wolf-Rodda, Julie (FNIH) [T] 
Subject: Re: Target Validation Consortium 


David, given current timing and possible level of engagement, consideration should be given, in 
my view, to how to position vis-a-vis the G8 Summit. As one possibility, 


My thoughts. 
Sent via BlackBerry by AT&T 


From: "Wholley, David (FNIH) [T]" <dwholley@fnih.org> 
Date: Thu, 24 Oct 2013 22:16:07 +0000 

To: 

Ce: Wolf-Rodda, Julie (FNTH) [T]<jwolf-rodda@fnih.org> 
Subject: RE: Target Validation Consortium 


| understand, George, but Francis Collins has specifically asked that we not get too far out ahead of our 
blocking here, until we are ready to announce. There is also a possibility of White House interest ina 
TVC announcement and that prospect would be seriously undermined by premature announcement in 
another venue. 


From: 

Sent: Thursday, October 24, 2013 6:07 PM 
To: Wholley, David (FNIH) [T] 

Ce: Wolf-Rodda, Julie (FNIH) [T] 

Subject: Re: Target Validation Consortium 


David, the CEOi/NYAS Summit is a big announcement platform. As | said at PhRMA meeting, we will be 


announcing a study that will model the benefits of this consortium together with other infrastructure 
changes. It would be quite powerful if we were able to preview the work that is happening on each. 


NIH - 005039, 


George 


In a message dated 10/24/2013 5:40:35 P.M. Eastern Daylight Time, dwholley@fnih.org writes: 
George—I very much enjoyed your talk at the PARMA meeting yesterday—brought everyone 
back to the big picture. I did not get a chance to chat with you there but wanted to give you an 
update on the TVC. With the end of the government shutdown, we are now moving forward 
with refining our project concepts into specific project oe the detailed science. We 
are moving fast and I expect we will have plans in place and investments aligned b’ 
mid-December. 


I look forward to seeing you at the NYAS meeting next month, looks like it will be a great 
meeting. 


David 


David Wholley 

Director, The Biomarkers Consortium 

Foundation for the National Institutes of Health 

9650 Rockville Pike | Bethesda, MD 20814 | www fnih.org 
Direct (301) 594-6343 | Fax (301) 480-2752 


Combined Federal Campaign (CFC) #29165 
Recipient of 4-star rating from Charity Navigator, 2007-2011 
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From: Wholley, David (FNIH) [T] 


Sent: Fri, 27 Feb 2015 11:34:37 -0500 

To: Collins, Francis (NIH/OD) [E] 

Ce Gadbois, Ellen (NIH/OD) [E];Wolf-Rodda, Julie (FNIH) [T] 

Subject: FW: PhRMA and FNIH Agreement 

Attachments: Target Validation-Membership_LOA_Fully-executed 26November2013.pdf, 


FNIH Amendment 2 26 15.pdf 


Francis: 
Please see the attached, 


CGS. Please let me know if you have any problem with this. 


Regards, 
David 


From: Chin, Bill [mailto:Chin@phrma.org] 

Sent: Friday, February 27, 2015 11:07 AM 

To: Wholley, David (FNIH) [T] 

Cc: Wolf-Rodda, Julie (FNIH) [T]; Tune, Julie (FNIH) [T]; Crowe, Samantha; Larsen, Paul; Kim, Jenny 
Subject: PhRMA and FNIH Agreement 


Dear David, 


Thank you for our teleconference yesterda 


With regards, 


NIH - 005041 


From: Wholley, David (FNIH) [T] 


Sent: Fri, 27 Sep 2013 15:57:19 -0400 
To: Collins, Francis (NIH/OD) [E];Hudson, Kathy (NIH/OD) [E] 
Subject: FYI - spoke to Phil Smith this afternoon 


As you’d said, T2D is between Alzheimer’s and RA/lupus in terms of development—somewhat closer to 
the latter in terms of timing of grants. A very good conversation—he spoke of creating a ‘seamless 
consortium’ approach with industry to address the TVC aims. | am working with BCG to write this and 
results of conversations in the other two disease areas into slides for next week. 


David Wholley 

Director, The Biomarkers Consortium 

Foundation for the National Institutes of Health 

9650 Rockville Pike | Bethesda, MD 20814 | www.fnih.org 
Direct (301) 594-6343 | Fax (301) 480-2752 


Combined Federal Campaign (CFC) #29165 
Recipient of 4-star rating from Charity Navigator, 2007-2014 
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NIH - 005047 


From: Wholley, David (FNIH) [T] 


Sent: Tue, 4 Mar 2014 17:31:38 -0500 

To: Collins, Francis (NIH/OD) [E] 

Ce: Hudson, Kathy (NIH/OD) [E] 

Subject: FYI the company that approached Bill Chin for AMP was ((O@ 


Interest apparently in AD. | am following up. 
David 


NIH - 005048 


From: Wholley, David (FNIH) [T] 


Sent: Tue, 24 Jun 2014 16:57:33 -0400 

To: Collins, Francis (NIH/OD) [E] 

Ce: Gadbois, Ellen (NIH/OD) [E] 

Subject: IMI-2 information on RA/lupus and T2D. 
Francis, 


Here is what we have been able to get — we have not heard anything back from the co-chairs so this is a little 
spotty, | apologize. | do get the continued sense however that IMI-2 discussions are still ongoing, and their 
teams just don’t want to speculate about what they might do until they are more advanced in their decision- 
making process. 


RA/lupus (from Steve Hoffmann): 
The focus on coordinating with AMP has been on existing IMI (“|MI-1") funded initiatives already funded-- 


BTCure and PRECISESADS—since plans for IMI 2 are apparently stil! in development and reputedly still 
somewhat vague. 


Type 2 diabetes: 
There is little to nothing in the IMI-2 agenda that we have been able to find in terms of plans to 


do anything specific on Type 2 diabetes. 


Jan may have more perspective 


on this, as his email earlier today indicated. 


NIH - 005049 


| sent you Mike Hutton’s comments on the Alzheimer’s initiatives within IMI earlier. 
Hope this helps. 


David 


NIH - 005050 


From: Wholley, David (FNIH) [T] 


Sent: Tue, 26 May 2015 15:21:15 -0400 
To: Collins, Francis (NIH/OD) [E] 
Ce: Hudson, Kathy (NIH/OD) [E];Gadbois, Ellen (NIH/OD) [E];Di Mantova, Emma 


(NIH/OD) [E];Boskent, Celeste (NIH/OD) [E];Canet-Aviles, Rosa (FNIH) [T];Hoffmann, Steve (FNIH) 
[T];Vassileva, Maria (FNIH) [T];Whitaker, Sanya (FNIH) [T];Melencio, Cheryl (FNIH) [T];Jones-Davis, 
Dorothy (FNIH) [T],Jones, Jessica (FNIH) [T] 

Subject: Materials for 4:30 PM AMP EC Pre-Call 

Attachments: AMP EC May 29 2015 final.pptx, Copy of May 29 AMP EC Attendees.xlsx, May 1 
2015 AMP Extended EC teleconference minutes clean draft for May 29 EC.docx, AMP RASLE F2F 
Agenda_6 2 2015_vfinal.pdf 

Importance: High 


Apologies for the late in the day delivery: here are the materials for this afternoon’s AMP EC pre-call 
with Dr. Collins. 


David Wholley 

Director, Research Partnerships 

Foundation for the National Institutes of Health 

9650 Rockville Pike | Bethesda, MD 20814 | www.fnih.org 
Direct (301) 594-6343 | Fax (301) 480-2752 


Combined Federal Campaign (CFC) #29165 
Recipient of 4-star rating from Charity Navigator, 2007-2011 
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| AMP RA/SLE Steering Committee Update 
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; AMP RA/SLE Face-to-Face Meeting 


Joint Network Investigator and Steering Committee 
MeetingJune ist & 2nd Denver Marriott City Center Denver 
COAttendees:RA/SLE Steering CommitteeNe _~> 
CommitteeWorking Group ChairsNIH/FNIH fee 
provided with today’s EC meeting material 
number and weblink] 
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T2D Steering Committee Update 
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T2D Steering Committee Update 
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T2D Steering Committee Update 
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T2D Steering Committee Update 
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T2D Steering Committee Update 


Upcoming Meetings:AMP T2D 
Project Team Breakfast, Monday 
June 8 — major discussion 
topics:Incentivizing new 
investigators to participate in AMP 
T2D Demonstrating knowledge 
portal utility and opportunities for 
joint new target analysis AMP T2D 
meeting at EASD in Stockholm, 
Sweden in Sept. 2015Planning 
underway 


NIH - 005063. 
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AD Steering Committee update 


FNIA | ea 
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| AMP AD Other Updates 
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AD Steering Committee Update 


FNIH | 
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; AMP AD Face-to-Face Meeting 


June 11th& 12th Bethesda, MD - Bethesii 
SuitesAttendees:AMP-AD Steering Comngaamym 
Grantees from Project BSage Bionetwor 
ParticipantsAgenda being finalized: Day 
progress made by the individual academic projects — this will faclare 
brief talks by the investigators leading the data analysis coordination 
group of the AD Sequencing project. Day Two:Detailed 
discussion of the planning and execution of consortium-wide 
collaborative analyses 


NIH - 005068 
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; Executive Committee 


m= Next MeetingFriday, June 26, 2015; 8:00 AM — 9:00 AM 
Eastern US Time 


NIH - 005073 
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Name 

Melencio, Chery! (FNIH) [T] 
Buckholtz, Neil (NIH/NIA) [E. 
Canet-Aviles, Rosa (FNIH) [T] 
Collins, Francis (NIH/OD) [E] 
Gadbois, Ellen (NIH/OD) [E] 
Hodes, Richard (NIH/NIA) [E 
Hoffmann, Steve (FNIH) [T] 
Hudson, Kathy (NIH/OD) [E] 
Jones-Davis, Dorothy (FNIH) 


Katz, Stephen |. (NIH/NIAMS) [E] 


Rodgers, Griffin (NIH/NIDDK) 
Smith, Philip (NIH/NIDDK) [E} 
Whitaker, Sanya (FNIH) [T] 
Wholley, David (FNIH) [T] 


T] 


3) 


Carter, Robert (NIH/NIAMS) 
Cuss, Francis 

Decker, Mike 

Dolsten, Mikael 

Hodge, Martin 

Lifton, Richard 

Lundberg, Jan 

Terry, Sharon 

Vassileva, Maria (FNIH) [T] 
Stein, Peter 


a 


Attendance 

Meeting Organizer 
Required Attendee 
Required Attendee 
Required Attendee 
Required Attendee 
Required Attendee 
Required Attendee 
Required Attendee 
Required Attendee 
Required Attendee 
Required Attendee 
Required Attendee 
Required Attendee 
Required Attendee 
Required Attendee 
Required Attendee 
Required Attendee 
Required Attendee 
Required Attendee 
Required Attendee 
Required Attendee 
Required Attendee 
Required Attendee 
Required Attendee 
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Response 
None 
Accepted 
Accepted 
Accepted 
Accepted 
Accepted 
Accepted 
None 
Accepted 
Accepted 
Declined 
Accepted 
Accepted 
Accepted 
Accepted 
Accepted 
Accepted 
Accepted 
Accepted 
None 
Declined 
Accepted 
Accepted 
Accepted 


000 not able to call in 


Foundation for the National Institutes of Health 
Accelerating Medicines Partnership 
Extended Executive Committee 
Teleconference Meeting Minutes 


Friday, May 1, 2015 
3:30 p.m. — 5:00 p.m. ET 


Participants: Neil Buckholtz (NIH/NIA), Rosa Canet-Aviles (FNIH), Lon Cardon (GlaxoSmithKline), Maria 
Carillo (Alzheimer’s Association), Bob Carter (NIH/NIAMS), Bill Chin (PhRMA), Francis Collins (NIH/OD), 
Francis Cuss (Bristol-Myers Squibb), Michael Decker (AbbVie), Mikael Dolsten (Pfizer), Howard Fillit 
(Alzheimer’s Drug Discovery Foundation), Ellen Gadbois (NIH/OD), Ellen Goldmuntz (NIH/NIAID), Leslie 
Hanrahan (Lupus Foundation of America), James Hendrix (Alzheimer’s Association), Richard Hodes 
(NIH/NIA), Marty Hodge (Pfizer), Steve Hoffmann (FNIH), Kathy Hudson (NIH/OD), Michael Hutton (Lilly), 
David Karp (Rheumatology Research Foundation), Stephen Katz (NIH/NIAMS), Jan Lundberg (Lilly), 
Joseph Miletich (Merck), Helen Nickerson (JDRF), Cat Oyler (Janssen), Griffin Rodgers (NIH/NIDDK), 
David Shuey (Arthritis Foundation), Philip Smith (NIH/NIDDK), Jim Sullivan (AbbVie), Sharon Terry 
(Genetic Alliance), Maria Vassileva (FNIH), David Wholley (FNIH), Doug Williams (Biogen), Sanya 
Whitaker (FNIH), Janet Woodcock (FDA), Tachi Yamada (Takeda), Elias Zerhouni (Sanofi) 
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ACCELERATING MEDICINES PARTNERSHIP (AMP) 


AMP RA/SLE Steering Committee and NIH Investigator 
Face-to-Face Meeting 


Denver Marriott City Center 
Denver, Colorado 
June 1-2, 2015 


Day 2 (June 2™) Meeting Time 
7:30 AM - 3:00 PM MDT 


Web link (Adobe Connect): (I i es 


Call In Information 


Passcode: [OG 


Foundation for ie 
Tnatitutes of Health 


SEN Werner 


ACCELERATING MEDICINES PARTNERSHIP (AMP) f 


AMP RA/SLE Steering Committee and NIH Investigator 
Face-to-Face Meeting 


Denver Marriott City Center 
June 1-2, 2015 


AGENDA 


Monday, June 1, 2015 


SEN Deer 
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ACCELERATING MEDICINES PARTNERSHIP (AMP) 


Ea NIHY) National Institutes of Health 
Turning Discovery Into Health 
NIH- 


ACCELERATING MEDICINES PARTNERSHIP (AMP) 


ial National Institutes of Health 
Turing Discovery Into Health 


From: Wholley, David (FNIH) [T] 

Sent: Tue, 27 May 2014 14:03:25 -0400 

To: Wholley, David (FNIH) [T];Buckholtz, Neil (NIH/NIA) [E];Carter, Robert 
(NIH/NIAMS) [E];Collins, Francis (NIH/OD) [E];Cuss, Francis;Decker, Mike;Devaney, Stephanie (NIH/OD) 
[E];Dolsten, Mikael;Gadbois, Ellen (NIH/OD) [E];Hodes, Richard (NIH/NIA) [E];Hodge, Martin;Hoffmann, 
Steve (FNIH) [T];Hudson, Kathy (NIH/OD) [E];Hutton, Mike;Insel, Thomas (NIH/NIMH) [E];Katz, Stephen I. 
(NIH/NIAMS) [E];Lifton, Richard;Lundberg, Jan;Plump, Andy;Rodgers, Griffin (NIH/NIDDK) [E];Smith, 
Philip (NIH/NIDDK) [E];Vassileva, Maria (FNIH) [T];Whitaker, Sanya (FNIH) [T] 

Ce: Bronson, Charlette (NIH/NIA) [E];Capello, Elizabeth;Clark, Katie;Edmonds, 
Pamela;Holt, Tracy (NIH/NIMH) [E];L'Hostis, Francois;McManus, Ayanna (NIH/OD) [E];Meltzer, Sherry 
(NIH/NIAMS) [E];Poole, Charlene (NIH/NIDDK) [E];Schulke, Hilda (NIH/OD) [E];Wagner, Tim;Wilkerson, 
Anita D. (NIH/NIDDK) [E];Wood, Gretchen (NIH/OD) [E];Zander, Debra;Doswell, Greta (NIH/OD) 
[E];Boskent, Celeste (NIH/OD) [E];Melencio, Cheryl (FNIH) [T] 


Subject: Materials for AMP Executive Committee teleconference tomorrow (Wednesday, 
May 28, 8:00 AM EDT) 

Attachments: AMP - Core Executive Committee meeting - 2014May28_final.pptx 

Importance: High 


Dear Executive Committee Members: 


Attached is the PowerPoint deck we will be using for our call tomorrow morning. Call-in number was sent out 
previously, but for quick reference it is: 


Did-in TOS Te. 
Participant Code: | @@ 


| look forward to our discussion tomorrow morning. 


Regards, 

David Wholley 

Director, Research Partnerships 
FNIH 
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New Steering Committee Participants 
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| AD Steering Committee update 
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AD Steering Committee update 
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RA/SLE Steering Committee update 
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RA/SLE Steering Committee update 
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T2D Steering Committee Face to Face Meeting 
The Broad Institute — May 5, 2014 
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i Executive Committee 


=m Next MeetingFriday, June 27, 2014; 8:00 AM — 9:00 AM 
EDT 
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AMP participation and governance 
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AMP governance & membership 
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From: Melencio, Cheryl (FNIH) [T] on behalf of Wholley, David (FNIH) [T] 

Sent: Mon, 23 Jun 2014 11:14:17 -0400 

To: Buckholtz, Neil (NIH/NIA) [E];Carter, Robert (NIH/NIAMS) [E];Collins, Francis 
(NIH/OD) [E];Cuss, Francis;Decker, Mike;Devaney, Stephanie (NIH/OD) [E];Dolsten, Mikael;Gadbois, Ellen 
(NIH/OD) [E];Hodes, Richard (NIH/NIA) [E];Hodge, Martin;Hoffmann, Steve (FNIH) [T];Hudson, Kathy 
(NIH/OD) [E];Hutton, Mike;Insel, Thomas (NIH/NIMH) [E];Katz, Stephen |. (NIH/NIAMS) [E];Lifton, 
Richard;Lundberg, Jan;Plump, Andy;Rodgers, Griffin (NIH/NIDDK) [E];Smith, Philip (NIH/NIDDK) 
[E];Vassileva, Maria (FNIH) [T];Whitaker, Sanya (FNIH) [T];Wholley, David (FNIH) [T];Canet-Aviles, Rosa 
(FNIH) (T] 

Ce: Boskent, Celeste (NIH/OD) [E];Bronson, Charlette (NIH/NIA) [E];Capello, 
Elizabeth;Clark, Katie;Doswell, Greta (NIH/OD) [E];Holt, Tracy (NIH/NIMH) [E];L'Hostis, 
Francois;McManus, Ayanna (NIH/OD) [E];Meltzer, Sherry (NIH/NIAMS) [E];Poole, Charlene (NIH/NIDDK) 
[E];Protasiewicz, Ann;Schulke, Hilda (N'H/OD) [E];Sheehan, Joan (NIH/NIA) [E];Wilkerson, Anita D. 
(NIH/NIDDK) [E];Wood, Gretchen (NIH/OD) [E];Zander, Debra;Arrowchis, Leeanna (NIH/NIDDK) [C] 
Subject: Materials for June 27 AMP Executive Committee Teleconference 

Attachments: AMP - Core Executive Committee meeting - 2014June27_final.pptx 


Good morning, 


Attached are the materials for the June 27 Executive Committee Teleconference which is scheduled for 
8-9 a.m. Eastern time. The Call-in credentials are: 


PPE France: 0805 770 131 Participant Code: (GO 


David Wholley 
Director, Research Partnerships 


Chery! Melencio 

Executive Assistant, Research Partnerships 

Foundation for the National Institutes of Health 

9650 Rockville Pike | Bethesda, MD 20814 | www.fnih.org 
Direct (301) 402-4970 | Fax (301) 480-2752 


Combined Federal Campaign (CFC) #29165 
Recipient of 4-star rating from Charity Navigator, 2007-2012 


SFNIH 
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Accelerating Medicines PartnershipCore 
Executive Committee Meeting 


27 June 2014 


s-FNIH 


Foundation for the NIH - 005108 
National Institutes of Health 


Meeting Agenda 
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Action items from 5/28 EC Teleconference 
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AD Steering Committee update 
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RA/SLE Steering Committee update 
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| RA/SLE Joint SC & Investigator Meeting 
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T2D Steering Committee Updates 
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i Executive Committee 


m Next MeetingTuesday, July 29, 2014; 3:15PM — 4:15 PM 
EDT 
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From: Melencio, Cheryl (FNIH) [T] on behalf of Wholley, David (FNIH) [T] 

Sent: Fri, 13 Jun 2014 13:58:32 -0400 

To: Buckholtz, Neil (NIH/NIA) [E];Carter, Robert (NIH/NIAMS) [E];Collins, Francis 
(NIH/OD) [E];Cuss, Francis;Decker, Mike;Devaney, Stephanie (NIH/OD) [E];Dolsten, Mikael;Gadbois, Ellen 
(NIH/OD) [E];Hodes, Richard (NIH/NIA) [E];Hodge, Martin;Hoffmann, Steve (FNIH) [T];Hudson, Kathy 
(NIH/OD) [E];Hutton, Mike;Insel, Thomas (NIH/NIMH) [E];Katz, Stephen |. (NIH/NIAMS) [E];Lifton, 
Richard;Lundberg, Jan;Plump, Andy;Rodgers, Griffin (NIH/NIDDK) [E];Smith, Philip (NIH/NIDDK) 
[E];Vassileva, Maria (FNIH) [T];Whitaker, Sanya (FNIH) [T];Wholley, David (FNIH) [T] 

Ce: Boskent, Celeste (NIH/OD) [E];Bronson, Charlette (NIH/NIA) [E];Capello, 
Elizabeth;Clark, Katie;Doswell, Greta (NIH/OD) [E];Holt, Tracy (NIH/NIMH) [E];L'Hostis, 
Francois;McManus, Ayanna (NIH/OD) [E];Meltzer, Sherry (NIH/NIAMS) [E];Poole, Charlene (NIH/NIDDK) 
[E];Protasiewicz, Ann;Schulke, Hilda (NIH/OD) [E];Sheehan, Joan (NIH/NIA) [E];Wilkerson, Anita D. 
(NIH/NIDDK) [E];Wood, Gretchen (NIH/OD) [E];Zander, Debra 

Subject: Meeting Notes from May 28 AMP Executive Committee Meeting 

Attachments: May 28 2014 AMP EC Meeting Summary and Action Items vfinal.pdf 


Good afternoon, 


Attached are the meeting notes from the May 28 AMP Executive Committee call, Reminder: the next 
AMP Executive Committee call will be held Friday, June 27 at 8 a.m, Eastern time. 


David Wholley 
Director, Research Partnerships 
Foundation for the NIH 


Cheryl Melencio 

Executive Assistant, Research Partnerships 

Foundation for the National Institutes of Health 

9650 Rockville Pike | Bethesda, MD 20814 | www.fnih.org 
Direct (301) 402-4970 | Fax (301) 480-2752 


Combined Federal Campaign (CFC) #29165 
Recipient of 4-star rating from Charity Navigator, 2007-2012 


SFNIH 
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Accelerating Medicines Partnership Core Executive Committee Call, 5/28/2014 


Participants: Bob Carter, Neil Buckholtz, Francis Cuss, Francis Collins, Mike Decker, Mikael Dolsten, 
Ellen Gadbois, Richard Hodes, Marty Hodge, Steve Hoffmann, Kathy Hudson, Steve Katz, Jan Lundberg, 
Andy Plump, Phil Smith, Maria Vassileva, David Wholley 


Regrets: Tom Insel, Rick Lifton 
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Next Meeting: Friday, June 27, 2014 from 8:00 AM - 9:00 AM U.S. EDT 


NIH - 005123 


From: Wholley, David (FNIH) [T] 


Sent: Mon, 16 Dec 2013 12:42:39 -0500 

To: Cardon, Lon;Chin, Bill;Hait, Bill;Oyler, Cat;Sullivan, Jim;Vallance, Patrick;Vessey, 
Rupert;Williams, Doug;Yamada, Tachi;Zerhouni, Elias 

Ce: Carter, Robert (NIH/NIAMS) [E];Collins, Francis (NIH/OD) [E];Cuss, 


Francis;Dolsten, Mikael;Hodes, Richard (NIH/NIA) [E];Hudson, Kathy (NIH/OD) [E];Insel, Thomas 
(NIH/NIMH) [E];Katz, Stephen |. (NIH/NIAMS) [E];Lifton, Richard;Lundberg, Jan;Rodgers, Griffin 
(NIH/NIDDK) [E];Devaney, Stephanie (NIH/OD) [E];Burklow, John (NIH/OD) [E];Burkhardt, 
Carolyn;Corsini, Linda;Jacquet, Catherine;Nair, Maya;palmer, Michelle;Perala, Mie;Schuster, 
Donna;Sultani, Tila 

Subject: Name change for Target Validation Consortium 


Dear Target Validation Consortium Extended Executive Committee Members. 


We have made considerable progress in refining the research plans for the Target Validation Consortium 
(TVC) and are on plan to get these back to the companies before the holidays. 38. 8) 


We welcome your feedback on this, of course, and will continue to include you and your organizations in 
our plans as we move forward. 


David Wholley 

Foundation for the National Institutes of Health 

9650 Rockville Pike | Bethesda, MD 20814 | www.fnih.org 
Direct (301) 594-6343 | Fax (301) 480-2752 


Combined Federal Campaign (CFC) #29165 
Recipient of 4-star rating from Charity Navigator, 2007-2011. 


©FNIH 


Fate oe 
Natoonal eee af nate 
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From: Wholley, David (FNIH) [T] 


Sent: Wed, 17 Apr 2013 17:57:50 -0400 

To: Collins, Francis (NIH/OD) [E] 

Ce: Hudson, Kathy (NIH/OD) [E];1@@ 

Subject: NIH TVC- draft partnership plan -17Apr13.pptx 
Attachments: NIH TVC- draft partnership plan -17Apr13.pptx 


Francis, here is the partnership plan/business case that BCG and | have drafted for the Target Validation 
Consortium, for our in-person meeting with you Friday morning. We look forward to walking through it 
with you and getting your perspective. 


David Wholley 


NIH - 005125 


Target Validation ConsortiumDraft: 
Partnership plan 


18 April 2013 


NIH - 005126 


Key questions to address for TVC business plan 


® Vision & mission 


Mission statement 


Our mission is to enhance understanding of the patho-physiology of human disease in a 
manner that enables rapid translation of this knowledge into more productive efforts to 
bring safe and effective therapies to patients. Our focus will be on studies of human patients 
and populations, addressing poorly understood diseases where the unmet medical need is 
high. We will characterize each disease according to clinical phenotype, genotype and 
molecular parameters. We will perform confirmatory and mechanistic studies as needed to 
establish the relevance of potential targets to each disease. This classification will facilitate 
rational selection of targets, identification of patient subpopulations for trials, and 
customized prophylaxis, diagnosis, and treatment decisions. We will work collaboratively 
across academia, government and industry to achieve this mission. Only through 
harmonized efforts that harness our collective capabilities and scale will we be able to 
achieve transformational impact. 
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Target Validation Consortium concept overview 
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Research proposals 
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From: Wholley, David (FNIH) [T] 


Sent: Thu, 26 Mar 2015 14:09:52 -0400 

To: Collins, Francis (NIH/OD) [E] 

Ce: Wood, Gretchen (NIH/OD) [E] 

Subject: Peter Stein " announcement" on AMP EC call 
Francis — 


Just thinking over tomorrow morning’s call it occurred to me that be 
and February AMP EC meetings this will be the first the EC is hearin, 


Thanks, David 


David Wholley 

Director, Research Partnerships 

Foundation for the National Institutes of Health 

9650 Rockville Pike | Bethesda, MD 20814 | www.fnih.ore 
Direct (301) 594-6343 | Fax (301) 480-2752 


Combined Federal Campaign (CFC) #29165 
Recipient of 4-star rating from Charity Navigator, 2007-2014 
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Neem! ments of Meateh 
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From: Wholley, David (FNIH) [T] 


Sent: Mon, 5 Aug 2013 14:15:39 -0400 
To: Collins, Francis (NIH/OD) [E] 
Subject: PhRMA discussion 


Francis, | heard on our TVC call Friday that you are planning to meet this week with Bill Chin, with the 
scientific framework for the Consortium as one element of the discussion. FYI if it is of any help | have 
spoken about TVC among some other topics with Salvatore Alesci, who works 

onboarding him, and have sent him the TVC materials. From what I’ve heard, 


—thought knowing this beforehand might be of some help going in. David 


David Wholley 

Director, The Biomarkers Consortium 

Foundation for the National Institutes of Health 

9650 Rockville Pike | Bethesda, MD 20814 | www.fnih.org 
Direct (301) 594-6343 | Fax (301) 480-2752 


Combined Federal Campaign (CFC) #29165 
Recipient of 4-star rating from Charity Navigator, 2007-2011 


©FNIH 
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From: Melencio, Cheryl (FNIH) [T] on behalf of Wholley, David (FNIH) [T] 

Sent: Thu, 30 Oct 2014 18:13:37 -0400 

To: Buckholtz, Neil (NIH/NIA) [E];Canet-Aviles, Rosa (FNIH) [T];Carter, Robert 
(NIH/NIAMS) [E];Collins, Francis (NIH/OD) [E];Cuss, Francis;Decker, Mike;Devaney, Stephanie (NIH/OD) 
[E];Dolsten, Mikael;Gadbois, Ellen (NIH/OD) [E];Hodes, Richard (NIH/NIA) [E];Hodge, Martin;Hoffmann, 
Steve (FNIH) [T];Hudson, Kathy (NIH/OD) [E];Hutton, Mike;Jones-Davis, Dorothy (FNIH) [T];Katz, Stephen 
|. (NIH/NIAMS) [E];Lifton, Richard;Lundberg, Jan;Plump, Andy;Rodgers, Griffin (NIH/NIDDK) [E];Smith, 
Philip (NIH/NIDDK) [E];Terry, Sharon MA;Vassileva, Maria (FNIH) [T];Whitaker, Sanya (FNIH) [T];Wholley, 
David (FNIH) [T] 

Ce: Parpana, Sarah (NIH/NIDDK) [C];Boskent, Celeste (NIH/OD) [E];Bronson, 
Charlette (NIH/NIA) [E];Capello, Elizabeth;Clark, Katie;Doswell, Greta (NIH/OD) [E];Edmonds, 
Pamela;Hennessey, Shawn;L'Hostis, Francois;McManus, Ayanna (NIH/OD) [E];Meltzer, Sherry 
(NIH/NIAMS) [E];Murza, Tanya;Poole, Charlene (NIH/NIDDK) [E];Protasiewicz, Ann;Schulke, Hilda 
(NIH/OD) [E];Sheehan, Joan (NIH/NIA) [E];Wilkerson, Anita D. (NIH/NIDDK) [E];Wood, Gretchen 
(NIH/OD) [E];Zander, Debra 


Subject: Materials for October 31 AMP Executive Committee Teleconference 
Attachments: September 26 2014 AMP EC Meeting Summary final.docx, AMP EC 10-31-2014 
slides.pdf 


Good afternoon 


Here are the materials for tomorrow’s call. 8:00 - 9:00 a.m. East:00 — 9:00 a.m. Eastern time. Call in 
credentials: [)PPGO France: 0805 770 131 Participant Code: (HO Moderator Code: 


(NDE Project Code: (1) 


We are looking forward to the call tomorrow 


David Wholley 

Director, Research Partnerships 

Cheryl Melencio 

Executive Assistant, Research Partnerships 

Foundation for the National Institutes of Health 

9650 Rockville Pike | Bethesda, MD 20814 | www.fnih.org 
Direct (301) 402-4970 | Fax (301) 480-2752 


Combined Federal Campaign (CFC) #29165 
Recipient of 4-star rating from Charity Navigator, 2007-2012 
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Accelerating Medicines Partnership Core Executive Committee Call, 9/26/2014 


Participants: Neil Buckholtz, Bob Carter, Francis Collins, Mike Decker, Mikael Dolsten, Ellen Gadbois, 
Richard Hodes, Marty Hodge, Steve Hoffmann, Dorothy Jones-Davis, Steve Katz, Rick Lipton, Jan 
Lundberg, Griffin Rodgers, Phil Smith, Sharon Terry, Maria Vassileva, Sanya Fanous Whitaker, Davi: 
Wholley 


Regrets: Francis Cuss, Rosa Canet-Avilés, Kathy Hudson, Andy Plump 


NIH - 005147 


NIH - 005148 
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Accelerating Medicines Partnership 
Core Executive Committee Meeting 


31 October 2014 


-FNIH 


Foundation for the 
National Institutes of Health 


| Meeting Agenda 


Partners for Innovation, Discovery, Health | www.inih.org 2 


Action items from 9/26 EC Teleconference 


NIH - 005152 


Partners for Innovation, Discovery, Health | www.inih.org 3 


AD Steering Committee update 
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|AD Steering Committee update 
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AD Steering Committee update 
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RA/SLE Steering Committee Update 
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T2D Steering Committee Update 
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T2D Steering Committee Update 
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T2D Steering Committee Update 


NIH - 005159 


Partners for Innovation, Discovery, Health | www.inih.org 10 


Extended EC Meeting — Proposed Agenda 
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i Executive Committee 


= Next Meeting 
° Friday, November 20, 2014; 10:15 AM — 11:15 AM EDT 
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From: Wholley, David (FNIH) [T] 


Sent: Wed, 29 Oct 2014 16:02:10 -0400 

To: McManus, Ayanna (NIH/OD) [E] 

Ce: Wood, Gretchen (NIH/OD) [E];Boskent, Celeste (NIH/OD) [E];Gadbois, Ellen 
(NIH/OD) [E];Hudson, Kathy (NIH/OD) [E];Melencio, Chery! (FNIH) [T];Collins, Francis (NIH/OD) [E] 
Subject: Materials for pre-call for Oct 31 AMP EC teleconference 

Attachments: AMP EC 10-31-2014 slides.pptx, September 26 2014 AMP EC Meeting Summary 


final.docx, Extended EC Nov-Dec reply grid.xisx 


Ayanna: 


Here are the materials for tomorrow evening's pre-call. | took the liberty of copying Francis directly since the 
callis tomorrow. Attached are: 


© Copy of draft slide deck for the Oct 31 EC meeting 


¢ Minutes from the - 26 a 


Thanks, 
David 
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Action items from 9/26 EC Teleconference 
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AD Steering Committee update 
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| AD Steering Committee update 


AD Steering Committee update 
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RA/SLE Steering Committee Update 
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T2D Steering Committee Update 
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T2D Steering Committee Update 
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T2D Steering Committee Update 
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Extended EC Meeting — Proposed Agenda 
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Accelerating Medicines Partnership Core Executive Committee Call, 9/26/2014 


Participants: Neil Buckholtz, Bob Carter, Francis Collins, Mike Decker, Mikael Dolsten, Ellen Gadbois, 
Richard Hodes, Marty Hodge, Steve Hoffmann, Dorothy Jones-Davis, Steve Katz, Rick Lipton, Jan 
Lundberg, Griffin Rodgers, Phil Smith, Sharon Terry, Maria Vassileva, Sanya Fanous Whitaker, David 
Wholley 


Regrets: Francis Cuss, Rosa Canet-Avilés, Kathy Hudson, Andy Plump 


1 
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NIH - 005178 


Francis Collins - NIH 
Mikael Dolsten - Pfizer 


Bill Chin - PhRMA 


Janet Woodcock - FDA 


Elias Zerhouni - Sanofi 


Richard Hodes - NIA 


Michael Hutton - Lilly 


Griffin Rodgers - NIDDK 


Sharon Terry - Genetic Alliance 


NIH - 005179 


From: Wholley, David (FNIH) [T] 


Sent: Fri, 28 Feb 2014 15:58:56 -0500 
To: Insel, Thomas (NIH/NIMH) [E];Collins, Francis (NIH/OD) [E] 
Subject: Re: Action Items from the AMP Core EC Call-- Friday, February 28, 2014 


Tor: | er to Fromcs iii Ex 


David 


From: <Insel>, Thomas Insel Oe 

Date: Friday, February 28, 2014 at 2:45 PM 

To: David Wholley <dwholley@fnih.org>, "Collins, Francis (NIH/OD) [E]" (woe 
Subject: Re: Action Items from the AMP Core EC Call-- Friday, February 28, 2014 


David and Francis, 

Question about these rotes. illliiiiiitttNNNC) We have been 
discussing a new proposal which could be ready to go in about a month. 

Tom 


Thomas R. Insel, MD. 
Director, NIMH/NIH/DHHS 
Bethesda, MD 20892 
301-443-3673 (ph) 


From: <Wholley>, "David [T] (FNIH)" <dwholley@fnih.org> 
Date: Friday, February 28, 2014 2:00 PM 
To: "Melencio, Cheryl (FNIH) [T]" <cmelencio@fnih.org>, Nei! Buckholtz 
"Carter, Robert (NIH/NIAMS) [E]" We "collins, Francis (NIH/OD) [E]" 
PEs, "cuss, Francis" <francis.cuss@bms.com>, Stephanie Devaney 
ve, Mikael Dolsten <mikael.dolsten@pfizer.com>, "Hodes, Richard 
(NIH/NIA) [E]" {9 NOG>, "Hoffmann, Steve (FNIH) [T]" <shoffmann@fnih.org>, Kathy 
Hudson (0 WG "Insel, Thomas (NIH/NIMH) [E]" I NaG>, "Katz, 
Stephen I. (NIH/NIAMS) [E]"(  0000@@ "Lifton, Richard" <richard.lifton@yale.edu>, 
"Lundberg, Jan" <lundberg jan@lilly.com>, "Rodgers, Griffin (NIH/NIDDK) [E]" 

"Smith, Philip (NIH/NIDDK) [E]" (oe 
"Vassileva, Maria (FNIH) [T]" <mvassileva@fnih.org>, "Pali 
Cc: "Brawley, David (NIH/NIA/ERP) [E]" OO, "Bronson, Charlette (NIH/NiA) [E]" 
LENG, "Capello, Elizabeth" <elizabeth.cappello@yale.edu>, "Edmonds, Pamela” 
<edmonds_ pamela j{@lilly.com>, "Holt, Tracy (NIH/NIMH) (E]" (OO>, "McManus, 
Ayanna (NIH/OD) [E]" (ys, "Meltzer, Sherry (NIH/NIAMS) [E]" 
EEG, "Poole, charlene (NIH/NIDDK) (E)" (TES, 
"Schulke, Hilda (NIH/OD) [E]" (OG, "wagner, Tim" <tim.wagner@pfizer.com>, 
"Wilkerson, Anita D. (NIH/NIDDK) [E]"{)))@G>, "Wood, Gretchen (NIH/OD) [E]" 


"Zander, Debra" <debra.zander@bms.com> 
Subject: Action Items from the AMP Core EC Call-- Friday, February 28, 2014 
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Thank you all for your participation this morning. | noted the following action items from our discussion: 


Please let me know if there are any action items | may have missed. 


Also, given our tight agenda | did not have the chance this morning to introduce more fully two new 
participants on the call this morning whc have an important role in our efforts going forward: Steve 
Hoffmann and Maria Vassileva have joined the call as Scientific Program Managers who have been working 
actively with the Steering Committees to put together their Research Plans and who will be responsible for 
guiding their execution. Steve is supporting the AD and RA/lupus efforts, and Maria the T2D research plan. 


Regards, 


David Wholley 
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From: Wholley, David (FNIH) [T] 


Sent: Mon, 5 Jan 2015 09:45:27 -0500 

To: Collins, Francis (NIH/OD) [E];Smith, Philip (NIH/NIDDK) [E] 
Ce: Hudson, Kathy (NIH/OD) [E];Rodgers, Griffin (NIH/NIDDK) [E] 
Subject: RE: Altshuler and AMP T2D 


Francis, thanks very much for trying on this. I’m not surprised at David’s response. We'll push on and 
let you know if David’s shoes are not being adequately filled for any reason. 


David Wholley 


From: Collins, Francis (NIH/OD) [E] 

Sent: Thursday, January 01, 2015 8:09 PM 

To: Wholley, David (FNIH) [T]; Smith, Philip (NIH/NIDDK) [E] 

Ce: Hudson, Kathy (NIH/OD) [E]; Rodgers, Griffin (NIH/NIDDK) [E] 
Subject: Altshuler and AMP T2D 


Hi David and Phil, 


| had occasion to speak by phone with Jeff Leiden a few days ago. As you know, Jeff is the CEO of 
Vertex, and so he will be David Altshuler’s new boss. 


ee) 
A, and expressed hopes that David 


would continue to be available for advice about its operation, even as he transitions into a very busy job 
at Vertex. Jeff was accommodating — basically saying that if David felt his input was necessary for 
continued development of the knowledge portal and if that could be done with a modest time 
commitment, he (Jeff) would not object. 


Of course when | spoke with David himself about this just before his announcement, he expressed 
confidence that his T2D role at Broad could be nicely accommodated by other team members, especially 
Jose Flores, 


Just thought I’d pass this along. 


Francis 


NIH - 005182 


From: Wholley, David (FNIH) [T] 


Sent: Wed, 17 Dec 2014 14:12:29 -0500 

To: Andrew.Plump@sanofi.com;Collins, Francis (NIH/OD) [E] 
Ces Smith, Philip (NIH/NIDDK) [E] 

Subject: RE: AMP - Diabetes 

Andy— 


ena a : job as I’m sure é know and a terrific move. | ai it also enables ‘ to 


As you may know, Takeda is already an important partner for AMP in the RA/lupus effort. Please let us 
know here anything we can do to support you in AMP and of course other partnership efforts that 
support NIH as you move into your new role, 


Best regards, 


David 


From: Andrew.Plump@sanofi.com [mailto:Andrew.Plump@sanofi.com] 
Sent: Wednesday, December 17, 2014 1:27 PM 

To: Collins, Francis (NIH/OD) [E]; Wholley, David (FNIH) [T] 

Ce: Smith, Philip (NIH/NIDDK) [E] 

Subject: AMP - Diabetes 


Hi Francis and David, 

| hope you are both well and getting ready to take some down time over the holidays. 

Wanted to give you a heads up on an announcement coming out tomorrow. | have accepted a position 
as R&D Head at Takeda, succeeding Tachi Yamada, who will retire in 2015. The position will be based in 
the States. It’s very exciting and an opportunity to continue to drive the mindset you have established 
in AMP deep into pharma. 

My intent had been to wean myself off of the diabetes sub-team and to work with Phil to finda 
replacement, as I’ve not been able to pay as much attention to the role as is necessary, though | have 
been and continue to be an ardent sponsor. This new position will accelerate the need to find 
someone. Phil and | had discussed approaching the partnering companies to find a senior scientist to 
take over for me as the industry co-chair. We do not have the right successor currently on the 
committee 

| would like to help with this transition, so very much look forward to your guidance. 

This is still confidential as the official word is coming tomorrow, but wanted to give you a heads-up. 


Thanks, 
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Andy 
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From: Wholley, David (FNIH) [T] 


Sent: Wed, 15 Apr 2015 13:05:17 -0400 

To: Collins, Francis (NIH/OD) [E] 

Ce: Hudson, Kathy (NIH/OD) [E];Gadbois, Ellen (NIH/OD) [E] 
Subject: Re: AMP Extended EC draft slides 

Thanks 


From: Collins, Francis (NIH/OD) [E] 

Sent: Wednesday, April 15, 2015 04:52 AM 

To: Wholley, David (FNIH) [T] 

Ce: Hudson, Kathy (NTH/OD) [F]; Gadbois, Fllen (NTH/OD) [F] 
Subject: RE: AMP Extended EC draft slides 


That sounds just right. 


From: Wholley, David (FNIH) [T] 

Sent: Tuesday, April 14, 2015 10:55 AM 

To: Collins, Francis (NIH/OD) [E] 

Ce: Hudson, Kathy (NIH/OD) [E]; Gadbois, Ellen (NIH/OD) (E] 
Subject: AMP Extended EC draft slides 


Francis: 
We are working with the AMP SC co-chairs to put together the slides for the May 1 AMP Extended EC 


meeting. Mindful of the (Steve) Katz Rule (“no more than 3 slides in a presentation”) and the complexity 
of AMP | was thinking of proposing the following framework: 


I'd also like to encourage the presenters to use a graphical/visual approach wherever possible rather 
than a lot of words on every slide (less tendency to “read the slides” | think). We can put org charts, 
budget summaries, etc as backup slides for reference if needed, send as read-ahead. What do you think 
of this approach? 


Thanks, David 
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From: Wholley, David (FNIH) [T] 


Sent: Fri, 31 Oct 2014 07:55:04 -0400 
To: Collins, Francis (NIH/OD) [E] 
Subject: Re: AMP. 


I think it what we have to do. He is asking for time for things to fall out at Sanofi and to talk to Phil. Let’s 
revisit in a month or so if we don’t see progress? 


From: <Collins>, Francis Collins) yyy oOo 
Date: Friday, October 31, 2014 at 6:15 AM 

To: David Wholley <dwholley@fnih.org> 

Subject: FW: AMP 


Does Andy’s response sound workable to you? | would hate to lose him from the AMP team. 


FC 


From: Andrew.Plump@sanofi.com [mailto:Andrew.Plump@sanofi.com] 
Sent: Thursday, October 30, 2014 8:36 PM 

To: Collins, Francis (NIH/OD) [E] 

Ce: Wholley, David (FNIH) [T] 

Subject: RE: AMP 


Hi Francis, 


Thanks you for reaching out and in your characteristic energetic and charismatic manner, encouraging 
me to say on in this role! 


As you know, | believe deeply in what you've put together with AMP and am committed to supporting 
it. My concern is whether | am able to engage sufficiently to add the necessary level of value. As | 
discussed briefly with David, | don’t want to take up a spot on this important effort and block someone 
else from stepping in, who might be more engaged and add more direct value. | sense that my 
sponsorship and intermittent guidance has been helpful to the team, but not sure whether this is 
sufficient. 


| had been planning to reach out to you directly to discuss, but sensitive to your time, | have decided to 
first discuss this with Phil Smith and see what he thinks. 


| don’t see relief in my schedule for the coming weeks, particularly now with Chris having left Sanofi, 
coupled with our budget review cycle coming to a close, but | am eternally optimistic given the priority | 


place on this that | will be able to work my way back into the mix. 


My suggestion is that we stay as is for now. | will find time in the coming weeks to discuss with Phil. 
Then, perhaps you and | can talk about the best way to handle. 


Thanks, 
Andy 
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From: Collins, Francis (NIH/OD) [E] (oe 


Sent: Thursday, October 30, 2014 7:48 PM 
To: Plump, Andrew R&D/FR 

Ce: Wholley, David (FNIH) [T] 

Subject: AMP 


Hey there Andy, 

| spoke this afternoon with David Wholley about progress on the AMP collaboration. He assured me 
that things are going quite well with all three areas of focus — but mentioned that you were struggling a 
bit about whether you still had the time to serve as a Steering Committee co-chair for the T2D project. 

| just thought I'd check in with you about this. | am personally very hopeful that you can continue in this 
role — as your expertise is exactly what's needed to keep the momentum going in this exciting area. Can 


you figure out a way to make this work? 


I'm sorry to pose this question to you at a time where no doubt there is some tumult at Sanofi — but I'd 
appreciate a sense from you about whether this can still work. Personally | really hope so!! 


Best, Francis 
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Wholley, David (FNIH) [T] 
Thu, 16 May 2013 13:04:32 -0400 
Collins, Francis (NIH/OD) [E] 


: Hudson, Kathy (NIH/OD) (€): oo 
Sy ene ee | 


Subject: Question for Friday morning's TVC SC call 

Attachments: NIH TVC- draft partnership plan -14May13-vRev slide 14 20130516T1222- 
04.pptx 

Hi Francis: 


Thank you very much for your kind words during the FNIH Board meeting! | hope everything went well 
for you on the Hill yesterday—we'’ve certainly been keeping our fingers crassed 


| just wanted to bring to your attention one issue that might possibly come up on tomorrow morning’s 
TVC Steering Committee call. | will be going over the first draft partnership framework (governance, 
how funding will come in, etc) as part of the call, and we have one slide at the end (attached) where we 
start to lay out for the SC what the timetable could look like going forward. It says we will move forward 
with specific project planning, assembly of the Consortium, etc beginning in July with a view to getting 
projects completely funded and launched no later than end of 1Q 2014. The question that could come 
up on Friday is whether this is consistent with NIH’s timeline to provide funding, given the time it will 
take to go through NIH grants processes, whether there is some opportunity to provide some earlier 
seed funding through some other mechanism, etc. | am bringing it up to you now just as food for 
thought in case it does get asked, in the interest of not having any surprises. Let me know if there is 
anything you’d like us to change before Friday. Thanks 


David 


NIH - 005188 
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From: Melencio, Cheryl (FNIH) [T] on behalf of Wholley, David (FNIH) [T] 


Sent: Tue, 23 Sep 2014 10:58:33 -0400 
To: Wholley, David (FNIH) [T] 
Subject: Quick survey on frequency and format of our AMP EC calls 


Dear AMP EC members: 


| want to thank you for the terrific level of participation in our monthly AMP Executive Committee calls as we 
maneuver through these critical first few months of the partnership. Given that we have been at this now 
since March, | thought it would be a good time to just step back and take everyone’s temperature with 
respect to the format we’ve been using for these meetings, make sure they continue to make good use of 
everyone’s time and are as productive as possible. By return email to me, could you please give me your 
thoughts on the following: 


Should we continue to have EC calls on a monthly basis? Is this the right frequency? 
The calls currently last one hour. Is that an appropriate length? 


Is the content and current format of the calls helpful, or is there anything you'd suggest we consider 
changing? 


Any other comments: 


| will aggregate and generalize any responses | receive, unless you specifically ask that you be identified in 
your response, and we will review at a future EC meeting. Thanks for taking the time to do this. 


Regards, 

David Wholley 

Director, Research Partnerships 

Foundation for the National Institutes of Health 
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From: Wholley, David (FNIH) [T] 


Sent: Fri, 31 Oct 2014 07:55:50 -0400 

To: Collins, Francis (NIH/OD) [€] 

Ce Canet-Aviles, Rosa (FNIH) [T] 

Subject: Re: Accelerating Medicines Partnership and AIBS 
Will do! 


On 10/30/14, 10:00 PM, "Collins, Francis (NIH/OD) [E]" 
<collinsf@od.nih.gov> wrote: 


>HI David, 


> 
>OK, we seem to have gotten to first base. By all means make the pitch! 


>-----Original Message----- 

>From: Allan Jones [mailto:A llanJ@alleninstitute.org] 

>Sent: Thursday, October 30, 2014 7:01 PM 

‘ollins, Francis (NIH/OD) [E] 

holley, David (FNIH) [T]; Hudson, Kathy (NIH/OD) [E]} 
>Subject: RE: Accelerating Medicines Partnership and AIBS 


>Dear Francis, 

>Would love to hear more! Please send details. Hope all is well with you, 
> 

>Allan 

> 

>From: Collins, Francis (NIH/OD) et 7 

>Sent: Thursday, October 30, 2014 11242 AM. 

>To: Allan Jones 

>Ce: Wholley, David (FNIH) [T]; Hudson, Kathy (NIH/OD) [E] 
>Subject: Accelerating Medicines Partnership and AIBS 

> 

>Hi Allan, 

> 

I imagine you have heard about the unique partnership between NIH and 
>several pharmaceutical companies to try to speed up the process of 
>identifying new drug targets and biomarkers called AMP, for the 
>Accelerating Medicines Partnership. See 
>http://www.nih.gov/science/amp/index.htm. 

> 


>The three areas of current focus are Alzheimer's disease, type 2 

>diabetes, and rheumatoid arthritis/lupus. 

> 

>For Alzheimer's disease, four companies have signed on, and there are two 
>major goals: 1) ensure that all clinical trials ran by NIH or pharma 

>utilize the same set of biomarkers, including tau imaging; 2) a systems 
>biology approach to understanding the mest important differences between. 
>normal and Alzheimer brains, using a wide variety of experimental omics 
>approaches and data analysis. 


NIH - 005191 


> 
>The program is just getting started, but there is much excitement about 

>its promise. Though pharma is paying half of the costs (total is $130M 

>for the Alzheimer project over 5 years), access to data is open to all 
>researchers (whether or not they are part of AMP). We could go faster if 

>we were not limited in resources. 

> 

>A number of non-profits have also joined this effort. It occurred to me 

>that this might be of interest to Paul Allen, and so I'm reaching out to 

>see if that would be worth pursuing. Would it be useful for David 

>Wholley, who manages AMP for the Foundation for NIH, to provide you with 
>more details? 

> 

>Thanks for considering. 

> 


>Best, Francis 
> 
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From: Wholley, David (FNIH) [T] 


Sent: Fri, 13 Jun 2014 11:05:23 -0400 

To: clive.wood@boehringer-ingelheim.com 

Ce: Melencio, Cheryl (FNIH) [T];adrian.carter@boehringer-ingelheim.com 
Subject: Re: Accelerating Medicines Partnership 

Dear Clive: 


1 am just checking in with you on this. Please let me know FNIH can do to 
help support your discussions. 
David 


On 5/20/14, 3:35 PM, "clive.wood@boehringer-ingelheim.com" 
<clive.wood@pbochringer-ingelheim.com> wrote: 


>Dear David, 

> 

>Thank you for connecting 

>Yes, I would like to understand more about opportunities for BI to 
>participate in the program. 

> 

>I am enquiring internally about to what extent we have evaluated AMP, and 
>then we will get back to you. I look forward to speaking. 

> 

>Best wishes, 

> 

>Clive 


vvv 


> 

>> On 19.05.2014, at 06:55 nachm., "Wholley, David (FNIH) [T]" 
>=<dwholley@fnih.org> wrote: 

> 

>> Dear Clive: 

>> Francis Collins asked me to reach out to you. I head up the Research 
>>Partnerships group at the Foundation for the National Institutes of 
>>Health and my group is responsible for managing the Accelerating 
>>Medicines Partnership. Francis mentioned that you had some interest in 
>>hearing more about and perhaps participating in AMP. | am happy to 
>>bring you up to speed on AMP, or to work with whomever on your staff 
>>you'd like me to speak with. I have copied my assistant, who can 
>>arrange a call at your convenience. 

> 

>> Best regards, 

>> David Wholley 
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From: Wholley, David (FNIH) [T] 


Sent: Mon, 24 Aug 2015 03:54:20 -0400 
To: Collins, Francis (NIH/OD) [E] 
Subject: Re: AMP RA Lupus Chair 

Sure. 


Sent from my BlackBerry 10 smartphone. 
From: Collins, Francis (NIH/OD) [E] 

Sent: Monday, August 24, 2015 12:15AM 
To: Wholley, David (FNIH) [T] 

Subject: RE: AMP RA Lupus Chair 


Thanks, David, this is very helpful context. | am going to meet with Bob Carter and Steve Katz about this 
tomorrow. Is it OK for me to share your e-mail with them? 


FC 


From: Wholley, David (FNIH) [T] 

Sent: Sunday, August 23, 2015 5:46 PM 
To: Collins, Francis (NIH/OD) [E] 
Subject: Re: AMP RA Lupus Chair 


Hi Francis: 


| did not see your message until this afternoon — (NETS 
(EE but saw this on my blackberry. There are two pieces to this: the context 
for Dr. Utz's remarks, on which | can give some perspective, and the actual financial terms and 
handling of the NIAMS grant to Stanford, about which necessarily FNIH has little knowledge. 


For context, | have been on many SC calls and just got off the phone with our program 
manager, Steve Hoffmann, to reconfirm my sense of what is going on: 
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Hope this is helpful. 


David 
Sent from my BlackBerry 10 smartphone. 


From: Collins, Francis (NIH/OD) [E] 

Sent: Saturday, August 22, 2015 10:07 PM 
To: Wholley, David (FNIH) [T] 

Subject: Fwd: AMP RA Lupus Chair 


Hi David, 

Please see thread below, which I find quite alarming. What is going on, and what needs to be 
done? 

FC 

Sent from my iPhone 


Begin forwarded message: 
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From: Stephen Quake <quake@stanford.edu> 
Date: August 22, 2015 at 12:01:24 PM EDT 


To: "Collins, Francis (NIH/OD) [E]' (yee 


Subject: Fwd: AMP RA Lupus Chair 


Asa confidential FYI - 


woeenneaee Forwarded message -—-—--—- 

From: Dr. PJ Utz <pjutz@stanford.cdu> 

Date: Sat, Aug 22, 2015 at 8:38 AM 

Subject: RE: AMP RA Lupus Chair 

To: Mark M Davis <mmdavis@stanford.edu>, Stephen Quake <quake@stanford.edu>, "Garry 
Nolan (gnolan@stanford.edu)" <gnolan@drowlab.com>, "Howard Y. Chang" 
<howchang@stanford.edu>, Holden Terry Maecker <maecker@stanford.edu>, William Hewitt 
Robinson <wrobins@stanford.edu> 


Il only hit ‘reply all’ once, as | know | send too many emails, and they are too long, 


PJ 
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From: Mark M Davis [mailto:mmdavis@stanford.edu] 

Sent: Saturday, August 22, 2015 12:12 AM 

To: Dr. PJ Utz; Stephen Quake; Garry Nolan (gnolan@stanford.edu); Howard Y. Chang; Holden Terry 
Maecker; William Hewitt Robinson 

Subject: Re: AMP RA Lupus Chair 


Dear PJ 


Thanks to you and Bill for hanging in there! I've never seen such a slow moving train wreck! Is 
there a way to get to Francis Collins? Is anyone trying? Isn't this his baby? (and maybe he 
doesn't want to see it strangled in tne crib). 


Yours, 


Mark 


From: Dr. PJ Utz <pjutz@stanford.edu> 

Sent: Friday, August 21, 2015 4:17 PM 

To: Mark M Davis; Stephen Quake; Garry Nolan (gnolan@stanford.edu); Howard Y. Chang; Holden Terry 
Maecker; William Hewitt Robinson 

Subject: FW: AMP RA Lupus Chair 


See below. Overall this is good news — keeps Bill and | in position to drive key decisions without having 
to interface as much with NIH and SC. It also frees up more of my time to try to leverage AMP (where 
money trickles out but is highly visible) by writing new PPGs for us and to engage companies for 
sponsored research. 


Have a good weekend — for once mine will not be spent reviewing agendas and minutes and replying to 
angry emails. 


PJ 


From: Serrate-Sztein, Susana (NIH/NIAMS) [E] oe 


Sent: Thursday, August 20, 2015 12:10 PM 

To: Holers, Mike; Weisman, Michael, M.D.; Boyle, David; Gary Firestein; ‘Judith James, MD, PhD' (Judith- 
James@omrf.org); joel-quthridge@omrf.org; pernisa@hss.edu; Ivashkivi@hss.edu; bykerkv@hss.edu; 
Siegel, Richard (NIH/NIAMS) [E]; Peter Gregersen (PGregers@NSHS.edu); Diamond, Betty 
(BDiamond@NSHS.edu); Wofsy, David (David.Wofsy@ucsf.edu); chaim.putterman@einstein.yu.edu; 
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Buyon, Jill; ttuschl@mail.rockefeller.edu; Soumya Raychaudhuri (soumya@broadinstitute.org); 
mbrennet partners. Michelle Petri (mpetri@jhmi.edu); Anolik, Jennifer 


); wmS@pitt.edu; mmcgeach@pitt.edu; 
Dr. PJ Uy; Kenneth W Mahaffey; William Hewitt Robinson; Amol Rajmane; Asmeret Kidane; 
ksiminovitch@mtsinai.on.ca; jlederer@rics.bwh.harvard.edu; nhacohen@partners.org 
Ce: Chi, Jennifer (NIH/NIAMS) [C]; Wang, Yan (NIH/NIAMS) [E]; Mao, Su-Yau (NIH/NIAMS) [E]; 
Buschman, Justine (NIH/NIAMS) [E]; Xia, Ashley (NIH/NIAID) [E]; Goldmuntz, Ellen (NIH/NIAID) [E]; 
Peyman, John (NIH/NIAID) [E]; Carter, Robert (NIH/NIAMS) [E]; Katz, Stephen I. (NIH/NIAMS) [E] 
Subject: AMP RA Lupus Chair 


Dear Colleagues, 


We have just concluded the nomination process for the next NLC Chair. A total of five 
candidates were nominated - we thank those of you who submitted a nomination. The NIAMS 
team held calls with each candidate to discuss their willingness to serve, their vision for the 
Network organization, and the resources that they believe they will need in order to lead the 
NLC successfully. 


We received helpful feedback from all candidates, including the strong recommendation that 
several steps had to be taken by the NLC and the NIH to better assure a successful transition and 
Phase I period. Due to varying reasons, only one candidate felt that the role of the NLC Chair 
could fit into their existing responsibilities for the coming year, thus, Dr. Michael Holers has 
agreed to serve as the next NLC Chair. We are pleased to relay that all other candidates have 
voiced their strong support for his election and leadership. 
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We are very enthusiastic and confident that under Mike’s leadership and a reorganized structure 
inclusive of the NLC EC, the Network will continue to make progress towards the AMP 
RA/Lupus goals. 


Sincerely, 


Susana A. Serrate Sztein, M.D. 

Director, Division of Skin and Rheumatic Diseases 

National Institute of Arthritis and Musculoskeletal and Skin Diseases 
6701 Democracy Blvd. Room 800 

Bethesda, MD 20892 (overnight courier use 20817) 

S10) 

Rare 


National Institute of 
Arthritis and Musculoskeletal 
and Skin Diseases 


NIH... Turning Discovery Into Health 


Stephen Quake 
Lee Otterson Professor of Bioengineering and Applied Physics 
Stanford University 
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PLEASE REPLY TO: quake@stanford.edu 
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From: Wholley, David (FNIH) [T] 


Sent: Wed, 22 Oct 2014 17:06:27 -0400 

To: Collins, Francis (NIH/OD) [E];Katz, Stephen |. (NIH/NIAMS) [E] 

Ce: Hudson, Kathy (NIH/OD) [E];Carter, Robert (NIH/NIAMS) [E];Hoffmann, Steve 
(FNIH) [T] 

Subject: Re: AMP RA/SLE meeting on {()]@ in-kind donation 


Thanks, Steve. Agree completely: as Steve Hoffmann conveyed to me, 4 out of 6 industry reps attended, 
along with representatives from 3 non-profits and NIH— all in agreement with the decision. Proposed next 
steps: Steve is reaching out as courtesy to the 2 industry reps who could not attend the discussion to get 


their official vote (though it will not change the result). Steve is also drafting a communication to review with 
Bob Carter and to then send CI NB enariing the decision. Depending on ey 
reaction, we should be able to review this on our EC call next Friday morning. 


Please let me know, Steve and Francis, if this plan sounds right to you. 


David Wholley 


From: <Collins>, "Francis [E] (NIH/OD)" oe 

Date: Wednesday, October 22, 2014 at 4:39 PM 

To: "Katz, Stephen |. (NIH/NIAMS) [E]" oe 

Cc: Kathy Hudson (9 @G>, Robert Carter GG David wholley 


<dwholley@fnih.org> 
Subject: RE: AMP RA/SLE meeting on {(@®)@ in-kind donation 


Thanks for the heads up, Steve! 


From: Katz, Stephen I. (NIH/NIAMS) [E] 
Sent: Wednesday, October 22, 2014 4:28 PM 

To: Collins, Francis (NIH/OD) [E] 

Ce: Hudson, Kathy (NIH/OD) [E]; Carter, Robert (NIH/NIAMS) [E] 
Subject: FW: AMP RA/SLE meeting on {(@J@ in-kind donation 


FY a 


ANNA E05 tots me 
that It was a unanimous decision. 


Steve 


From: Carter, Robert (NIH/NIAMS) [E] 

Sent: Wednesday, October 22, 2014 2:01 PM 

To: Katz, Stephen I. (NIH/NIAMS) [E] 

Subject: AMP RA/SLE meeting on |(@/@ in-kind donation 


Steve, 


NIH - 005201 


Bob 


Robert H Carter, MD 

Deputy Director, NIAMS 
Building 31, Roam 4C32 

31 Center Dr., MSC 2350 
Bethesda, MD 20892-2350 

(cl TOO 

email OOS 
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From: Wholley, David (FNIH) [T] 


Sent: Wed, 22 Oct 2014 18:16:42 -0400 

To: Collins, Francis (NIH/OD) [E] 

Ce: Hudson, Kathy (NIH/OD) [E];Carter, Robert (NIH/NIAMS) [E];Hoffmann, Steve 
(FNIH) [T];Katz, Stephen I. (NIH/NIAMS) [E] 

Subject: Re: AMP RA/SLE meeting on {(/@) in-kind donation 


| think if the reasons are clearly stated, and the decision includes the opinion of the scientists from the other 
companies as well as NIH, no. 


From: <Collins>, "Francis [E] (NIH/OD)" (ioe 


Date: Wednesday, October 22, 2014 at 5:58 PM 

To: David Wholley <dwholley@fnih.org> 

Cc: Kathy Hudson {iii GRobert Carter NGG, steve Hoffmann 
<shoffmann@fnih.org>, "Katz, Stephen |. (NIH/NIAMS) [E]" (oe 


Subject: RE: AMP RA/SLE meeting on {{(@®J@in-kind donation 
Sounds right to me. Do you think Mikael will be upset by this decision? 


FC 


From: Wholley, David (FNIH) [T] 

Sent: Wednesday, October 22, 2014 5:06 PM 

To: Collins, Francis (NIH/OD) [E]; Katz, Stephen I. (NIH/NIAMS) [E] 

Ce: Hudson, Kathy (NIH/OD) [E]; Carter, Robert (NIH/NIAMS) [E]; Hoffmann, Steve (FNIH) [T] 
Subject: Re: AMP RA/SLE meeting on /(@®/@in-kind donation 


Thanks, Steve. Agree completely: as Steve Hoffmann conveyed to me, 4 out of 6 industry reps attended, 
along with representatives from 3 non-profits and NIH— all in agreement with the decision. Proposed next 
steps: Steve is reaching out as courtesy to the 2 industry reps who could not attend the discussion to get 
their official vote (though it will not change the result). Steve is also drafting a communication to review with 
Bob Carter and to then send to @ summarizing the decision. Depending. ono 
reaction, we should be able to review this on our EC call next Friday morning. 


Please let me know, Steve and Francis, if this plan sounds right to you. 


David Wholley 


From: <Collins>, "Francis [E] (NIH/OD)" woe 

Date: Wednesday, October 22, 2014 at 4:39 PM 

To: "Katz, Stephen |. (NIH/NIAMS) [E]" (I oo 

Cc: Kathy Hudson GG, Robert Carter HG, David Wholley 
<dwholley@fnih.org> 

Subject: RE: AMP RA/SLE meeting orf) in-kind donation 


Thanks for the heads up, Steve! 
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From: Katz, Stephen I. (NIH/NIAMS) [E] 

Sent: Wednesday, October 22, 2014 4:28 PM 

To: Collins, Francis (NIH/OD) [E] 

Cc: Hudson, Kathy (NIH/OD) [E]; Carter, Robert (NIH/NIAMS) [E] 
Subject: FW: AMP RA/SLE meeting on {®/@in-kind donation 


FYI- 
Bob tells me 


that it was a unanimous decision. 


Steve 


From: Carter, Robert (NIH/NIAMS) [E] 

Sent: Wednesday, October 22, 2014 2:01 PM 

To: Katz, Stephen I. (NIH/NIAMS) [E] 

Subject: AMP RA/SLE meeting on |(@®)@) in-kind donation 


Steve, 


We had a productive call with the members of the SC except all having completed the CDA. This 


included reps from the advocacy partners and NIAID. 


Bob 


Robert H Carter, MD 
Deputy Director, NIAMS 
Building 31, Room 4C32 
31 Center Dr., MSC 2350 
Bethesda, MD 20892-2350 


el OO 


erm ONS 


From: Wholley, David (FNIH) [T] 


Sent: Sun, 21 Dec 2014 22:57:49 -0500 
To: Collins, Francis (NIH/OD) [E] 
Subject: RE: AMP 

Hi Francis, 


As for Francis’s comments about how to make the Extended EC calls relevant and effective, | agree with 
him wholeheartedly, 


From: Collins, Francis (NIH/OD) [E] 

Sent: Sunday, December 21, 2014 2:54 PM 
To: Wholley, David (FNTH) [T] 

Subject: FW: AMP 


Hi David, 


See a helpful note from Francis Cuss below. [iit 3) 


Any other thoughts on this message, before | respond back to Francis? 


Best, FC 


From: Cuss, Francis [mailto:francis.cuss@bms.com] 
Sent: Saturday, December 20, 2014 7:17 AM 

To: Collins, Francis (NIH/OD) [E] 

Subject: AMP 


Dear Francis, 


NIH - 005205, 


Let me finish by congratulating you on the progress AMP has made this year. | think the success to date 
reflects the importance of clear leadership and focused shared objectives in the precompetitive space. 


With best wishes to you and your family for the Holidays and 2015 


Francis 


jis message (including any attachments) may contain confider roprietary, privileged and/or private 
information. The information is intended to be for the use of the individual or entity designated above. If 


you are not the intended recipient of this message, please notify the sender immediately, and delete the 
message and any attachments. Any disclosure, reproduction, distribution or other use of this message or 
any attachments by an individual or entity other than the intended recipient is prohibited. 


NIH - 005207 


From: Wholley, David (FNIH) [T] 


Sent: Wed, 8 Jul 2015 10:57:25 -0400 
To: Cuss, Francis 
Ce: Collins, Francis (NIH/OD) [E];Carter, Robert (NIH/NIAMS) [E];'Hodge, Martin’ 


(Martin. Hodge @pfizer.com);Katz, Stephen |. (NIH/NIAMS) [E];'Dolsten, Mikael’;'Lundberg, 
Jan';Hoffmann, Steve (FNIH) [T];Serrate-Sztein, Susana (NIH/NIAMS) [E] 
Subject: RE: AMP Executive Committee Call 26th June: SLE/RA Initiative 


Francis — 


Thanks for the opportunity to comment! As you might expect, my response tends to focus 
more on the partnership engagement process: 


NIH - 005208 


Hope that helps. 


Regards, 
David 


From: Cuss, Francis [mailto:francis.cuss@bms.com] 

Sent: Sunday, June 28, 2015 8:24 AM 

To: Wholley, David (FNIH) [T] 

Subject: FW: AMP Executive Committee Call 26th June: SLE/RA Initiative 


David, 

Apologies. 

| neglected to add your name to my email. 

You may have some ideas about why this has worked so well to date (in contrast to many other 
precompetitive initiatives). 

Best, 

Francis 


From: Cuss, Francis 

Sent: Sunday, June 28, 2015 8:21 AM 

To: Carter, Robert (NIH/NIAMS) [E]; Hodge, Martin 

Cc: Katz, Stephen I. (NIH/NIAMS) [E]; Dr Francis Collins; Mikael Dolsten; Dr Jan Lunberg 
Subject: AMP Executive Committee Call 26th June: SLE/RA Initiative 


Dear Marty & Bob, 


Congratulations on remarkable progress over the last 12 months. It was a pleasure to listen to your 
update on Friday. 


It certainly helps that the technology that your are testing appears to work, but regardless the progress 


has been very impressive in that there are so many different labs involved, some of them direct 
competitors with each other! 


Best, 
Francis 


This message (including any attachments) may contain confidential, proprietary, privileged and/or private 
information. The information is intended to be for the use of the individual or entity designated above. If 
you are not the intended recipient of this message, please notify the sender immediately, and delete the 
message and any attachments, Any disclosure, reproduction, distribution or other use of this message or 
any attachments by an individual or entity other than the intended recipient is prohibited. 


NIH - 005210, 


From: Wholley, David (FNIH) [T] 


Sent: Sun, 26 Apr 2015 17:28:29 -0400 
To: Collins, Francis (NIH/OD) [E] 
Subject: Re: AMP Extended EC revised slides 


You said you were going to cover the first three content slides: the rationale for AMP, who the 
participants are, and how the governance works. Mikael was going to cover the next two slides: 
reminder of the 3 research agendas and the goals (what we get if successful). 


From: Collins, Francis (NIH/OD) [E] 

Sent: Sunday, April 26, 2015 02:45 PM 

To: Wholley, David (FNIH) [T] 

Subject: RE: AMP Extended EC revised slides 


Looks OK, I’ll be interested in what gets chosen for the placeholder slides. 


Please remind me what the agreement was about Mikael and me dividing up the introductory 
remarks, |am a bit fuzzy on that. 


FC 


From: Wholley, David (FNIH) [T] 

Sent: Friday, April 24, 2015 5:39 PM 

To: Melencio, Cheryl (FNIH) [T]; Hudson, Kathy (NIH/OD) [E]; richard.lifton; Vassileva, Maria (FNIH) [T]; 
Buckholtz, Neil (NIH/NIA) [E]; Canet-Aviles, Rosa (FNIH) [T]; Carter, Robert (NIH/NIAMS) [E]; Collins, 
Francis (NIH/OD) [E]; 'Cuss, Francis’; 'Decker, Mike’; 'Dolsten, Mikael’; Gadbois, Ellen (NIH/OD) [E]; 
Hodes, Richard (NIH/NIA) [E]; 'Hodge, Martin'; Hoffmann, Steve (FNIH) [T]; Jones-Davis, Dorothy 
(FNIH) [T]; Katz, Stephen I. (NIH/NIAMS) [E]; ‘Lundberg, Jan'; Rodgers, Griffin (NIH/NIDDK) [E]; Smith, 
Philip (NIH/NIDDK) [E]; Terry, Sharon MA; Whitaker, Sanya (FNIH) [T]; ‘Stein, Peter' 

Subject: AMP Extended EC revised slides 


Dear AMP EC members: 


Attached are the revised slides (and placeholders) from our discussion this morning. Please let 
us know any comments you may have—please be as specific as possible. We are shooting to 
have the final deck out Wednesday afternoon. Thank you, 


David 

<< File: AMP Ext EC May 1 2015 _4-28-15 EC meeting revisions.pptx >> 
sooo Original Appointment----- 

From: Melencio, Cheryl (FNIH) [T] 

Sent: Friday, December 19, 2014 11:02 AM 


To: Hudson, Kathy (NIH/OD) [E]; richard.lifton; Vassileva, Maria (FNIH) [T]; Buckholtz, Neil (NIH/NIA) 
[E]; Canet-Aviles, Rosa (FNIH) [T]; Carter, Robert (NIH/NIAMS) [E]; Collins, Francis (NIH/OD) [E]; Cuss, 
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Francis; Decker, Mike; Devaney, Stephanie (NIH/OD) [E]; Dolsten, Mikael; Gadbois, Ellen (NIH/OD) [E]; 
Hodes, Richard (NIH/NIA) [E]; Hodge, Martin; Hoffmann, Steve (FNIH) [T]; Hutton, Mike; Jones-Davis, 
Dorothy (FNIH) [T]; Katz, Stephen I. (NIH/NIAMS) [E]; Lundberg, Jan; Rodgers, Griffin (NIH/NIDDK) [E]; 
Smith, Philip (NIH/NIDDK) [E]; Terry, Sharon MA; Whitaker, Sanya (FNIH) [T]; Wholley, David (FNIH) 
[T]; Stein, Peter; Gwaldis, Janice; 'morten.sogaard@pfizer.com'; Melencio, Cheryl (FNIH) [T]; Lifton, 
Richard 

Cc: Boskent, Celeste (NIH/OD) [E]; Bronson, Charlette (NIH/NIA) [E]; Capello, Elizabeth; Clark, Katie; 
Doswell, Greta (NIH/OD) [E]; Edmonds, Pamela; Hennessey, Shawn; McManus, Ayanna (NIH/OD) [E]; 
Meltzer, Sherry (NIH/NIAMS) [E]; Murza, Tanya; Parpana, Sarah (INIH/NIDDK) [C]; Poole, Charlene 
(NIH/NIDDK) [E]; Protasiewicz, Ann; Schulke, Hilda (NIH/OD) [E]; Sheehan, Joan (NIH/NIA) [E]; 
Wilkerson, Anita D, (NIH/NIDDk) [E]; Wood, Gretchen (NIH/OD) [E]; Zander, Debra 

Subject: AMP Executive Committee Teleconferences 

When: Friday, April 24, 2015 8:00 AM-9:00 AM (UTC-05:00) Eastern Time (US & Canada). 


Where: France: 0805 770 131 Participant Code: (HO Moderator Code: (HKG 
(OG Project Code: 


| am adding an adobe connect link for this meeting — Cheryl April 23, 2015 


Adobe Connect link: http://teamcall2.adobeconnect.com/ampextendedec/ 
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From: Wholley, David (FNIH) [T] 


Sent: Fri, 5 Sep 2014 12:19:36 -0400 

To: Collins, Francis (NIH/OD) [E] 

Ces Gadbois, Ellen (NIH/OD) [E];Melencio, Cheryl (FNIH) [T] 
Subject: Re: AMP Exterded Exec Comm 


Sure, Francis. | just got out of a mtg and sent the previous two notes to Chery! Melencio—she will follow 
up with Ann, 
David 


From: Collins, Francis (NIH/OD) [E] 

Sent: Friday, September 05, 2014 12:13 PM 
To: Wholley, David (FNIH) [T] 

Ce: Gadbois, Ellen (NIH/OD) [E] 

Subject: FW: AMP Extended Exec Comm 


Can someone follow up with Ann? 


From: Protasiewicz, Ann [mailto:Ann.Protasiewicz@pfizer.com] 
Sent: Friday, September 05, 2014 9:59 AM 

To: Collins, Francis (NIH/OD) [E] 

Subject: RE: AMP Extended Exec Comm 


Francis, 


Per Mikael’s request, | am reaching out to you to follow up on the request for Mikael’s availability for 1.5 
hours for the next AMP Exec. Comm. meeting. |s there someone in your office that | should work with 
on this? 


Ann 


Ann Martin Protasiewicz 

Executive Assistant to 

Mikael Dolsten, President 

Worldwide Research and Development 
Pfizer Inc 

235 East 42 Street, Floor 22 

New York, NY 10017 

212-733-5859 (Office) 

EEEEWD (oie) 

E-Mail — ann.protasiewicz@ofizer.com 


From: Dolsten, Mikael 

Sent: Friday, September 5, 2014 8:35 AM 
To: Collins, Francis (NIH/OD) [E] 

Cc: Protasiewicz, Ann 

Subject: Re: AMP Extended Exec Comm 
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October 9 , 330 pm to 5 pm works too! Or 4-530 pm that day 
Sent from my iPhone 


On Sep 5, 2014, at 7:12, "Collins, Francis (NIH/OD) [E]" (NO wrote: 


Great, thanks! Talk to you shortly... 


From: Dolsten, Mikael [mailto:Mikael.Dolsten@pfizer.com 

Sent: Friday, September 05, 2014 7:11 AM 

To: Collins, Francis (NIH/OD) [E] 

Subject: Re: AMP Extended Exec Comm 

Francis 

Thanks for the note 

| will check my calendar again but we had a few difficult to move corporate meetings 

| can provide several other suggestions the next few weeks 

| was planning to call in at 8am 

Sent from my iPhone 

On Sep 5, 2014, at 5:15, "Collins, Francis (NIH/OD) [E]" (PPO wrote: 

Hi Mikael, 

| hope all is well with you. | wanted to see if there was any way that you might be able to arrange your 
schedule to join the upcoming AMP Extended Executive Committee meeting, now tentatively planned 
for October 10 from noon to 1:30 PM EDT. With such a busy group, it’s been hard to find a time that 
works for everyone — but this is the closest we have come in the month of October. FNIH indicates that 


this was not a good date and time for you, but I’m wondering if there is some way you could swing it. 


Alternatively, we may need to seek another date in November, but I’m hoping we can meet sooner than 
that. 


Thanks in advance for any schedule magic you might be able to achieve. 
Best, Francis 


P.S. Not sure if you are able to join today — but I’m looking forward to the AMP conference call this 
morning at 8 AM EDT. 


NIH - 005214 


From: Wholley, David (FNIH) [T] 


Sent: Sat, 1 Feb 2014 11:19:18 -0500 

To: Burklow, John (NIH/OD) [E] 

Ce: Myles, Renate (NIH/OD) [E];Collins, Francis (NIH/OD) [E] 
Subject: Re: AMP Partnership 

Attachments: image003.jpg 


From: Burklow, John (NIH/OD) [E] 

Sent: Saturday, February 01, 2014 10:59 AM 
To: Wholley, David (FNIH) [T] 

Cc: Myles, Renate (NIH/OD) [E] 

Subject: Re: AMP Partnership 


More Qs from M-- 


How do you enforce this? to be sure companies are giving what they should for all within project 
design? 


Also you said companies are EXPECTED -- are they not REQUIRED to share? 
John Burklow 
Associate Director for Communications and Public Liaison 


National Institutes of Health 
Building 1, Room 344 


[EEEEE®O (phone) 
301) 496-0017 (fax) 
nn) 


NIH... Turning Discovery Into Health® 
Celebration of Science at NIH: watch how medical research saves lives and improves health 


On Feb 1, 2014, at 10:26 AM, "Wholley, David (FNIH) [T]" <dwholley@fnih.org> wrote: 
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Correct! 


From: Myles, Renate (NIH/OD) [E] 

Sent: Saturday, February 01, 2014 08:52 AM 
To: Wholley, David (FNIH) [T] 

Ce: Burklow, John (NIH/OD) [E] 

Subject: FW: AMP Partnership 


Hi David: 
We need to add ADA to the list of partners, correct? 


Renate 


From: Wholley, David (FNIH) [T] 

Sent: Friday, January 31, 2014 5:42 PM 

To: Collins, Francis (NIH/OD) [E]; Hudson, Kathy (NIH/OD) [E]; Myles, Renate (NIH/OD) [E]; Burklow, 
John (NIH/OD) [E]; Wolf-Rodda, Julie (FNIH) [T] 

Ce: Devaney, Stephanie (NIH/OD) [E] 

Subject: FW: AMP Partnership 

Importance: High 


| just spoke with Larry and please see email below. The $25,000 is a commitment for this year only, © 


(HO Renate or John, can you please send Larry an email with the meeting logistics/agenda for 
Tuesday? (Ihausner@diabetes.org). FNIH will get to work on the agreement. Thanks very much! 


From: Larry Hausner [mailto:|Hausner@diabetes.ora] 
Sent: Friday, January 31, 2014 5:38 PM 

To: Wholley, David (FNIH) [T] 

Cc: Robert Ratner 

Subject: AMP Partnership 


David, as we just discussed the American Diabetes Association will support the Accelerating Medicines 
Partnership for 2014 with a contributicn of $25,000. | am going to try and attend the press conference 
on Tuesday. 

Larry 

Larry Hausner, MBA 

Chief Executive Officer 


American Diabetes Association 
lhausner@diabetes.org * 703.299.2001 


<image003.jpg> 


Join the Millions™. Visit stopdiabetes.com. 
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Find us online at: http:// www.diabetes.org 
Twitter: @AmDiabetesAssn 
Facebook: htto://www.facebook.com/AmericanDiabetesAssociation 
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From: Wholley, David (FNIH) [T] 

Sent: Sun, 23 Aug 2015 17:45:48 -0400 
To: Collins, Francis (NIH/OD) [E] 
Subject: Re: AMP RA Lupus Chair 


Hi Francis: 


| did not see your message until this afternoon ~ litt 


but saw this on my blackberry. There are two pieces to this: the context 
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Hope this is helpful. 
David 

Sent from my BlackBerry 10 smartphone. 
From: Collins, Francis (NIH/OD) [E] 

Sent: Saturday, August 22, 2015 10:07 PM 
To: Wholley, David (FNIH) [T] 

Subject: Fwd: AMP RA Lupus Chair 


Hi David, 

Please see thread below, which I find quite alarming. What is going on, and what needs to be 
done? 

FC 


Sent from my iPhone 
Begin forwarded message: 


From: Stephen Quake <quake@stanford.edu> 
Date: August 22, 2015 at 12:01:24 PM EDT 


To: "Collins, Francis (NIH/OD) [E]" (ee 


Subject: Fwd: AMP RA Lupus Chair 


As a confidential FYI - 


seenmeemen Forwarded message ----—--—- 

From: Dr. PJ Utz <pjutz@stanford.edu> 

Date: Sat, Aug 22, 2015 at 8:38 AM 

Subject: RE: AMP RA Lupus Chair 

To: Mark M Davis <mmdavis@stanford.edu>, Stephen Quake <quake@stanford.edu>, "Garry 
Nolan (gnolan@stanford.edu)" <gnolan@drowlab.com>, "Howard Y. Chang" 
<howchang@stanford.edu>, Holden Terry Maecker <maecker@stanford.edu>, William Hewitt 
Robinson <wrobins@stanford.edu> 


I'ILonly hit ‘reply all’ once, as | know | send too many emails, and they are too long. 


PJ 


From: Mark M Davis [mailto: i 

Sent: Saturday, August 22, 2015 12:12 AM 

To: Dr. PJ Utz; Stephen Quake; Garry Nolan (gnolan@stanford.edu); Howard Y. Chang; Holden Terry 
Maecker; William Hewitt Robinson 

Subject: Re: AMP RA Lupus Chair 


Dear PJ 


Thanks to you and Bill for hanging in there! I've never seen such a slow moving train wreck! Is 
there a way to get to Francis Collins? Is anyone trying? Isn't this his baby? (and maybe he 
doesn't want to see it strangled in the crib). 


Yours, 


Mark 
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From: Dr. PJ Utz <pjutz@stanford.edu> 

Sent: Friday, August 21, 2015 4:17 PM 

To: Mark M Davis; Stephen Quake; Garry Nolan (gnolan@stanford.edu); Howard Y. Chang; Holden Terry 
Maecker; William Hewitt Robinson 

Subject: FW: AMP RA Lupus Chair 


See below. Overal this is good news — IIIS? 


Have a good weekend — for once mine will not be spent reviewing agendas and minutes and replying to 
angry emails. 


PJ 


From: Serrate-Sztein, Susana (NIH/NIAMS) [E] 9 o@, 

Sent: Thursday, August 20, 2015 12:10 PM 

To: Holers, Mike; Weisman, Michael, M.D.; Boyle, David; Gary Firestein; ‘Judith James, MD, PhD' (Judith- 
James@omrf.org); joel-quthridge@omrf.org; pernisa@hss.edu; Ivashkivi@hss.edu; bykerkv@hss.edu; 
Siegel, Richard (NIH/NIAMS) [E]; Peter Gregersen (PGregers@NSHS.edu); Diamond, Betty 
(BDiamond@NSHS.edu); Wofsy, David (David.Wofsy@ucsf.edu); chaim. rman @einstein. bi 
Buyon, Jill; ttuschl@mail.rockefeller.edu; Soumya Raychaudhuri (soumya@broadinstitute.org); 
mbrenner@partners.org; Michelle Petri (mpetri@jhmi.ecu); Anolik, Jennifer 
(Jennifer_Anolik@URMC.Rochester.edu); Iwm5@pitt.edu; mmcgeach@pitt.edu; kretzler@med.umich.edu; 
Dr. PJ Utz; Kenneth W Maheffey; William Hewitt Robinson; Amol Rajmane; Asmeret Kidane; 
ksiminovitch@mtsinai.on.ca; jlederer@rics.bwh.harvard.edu; nhacohen@partners.org 

Ce: Chi, Jennifer (NIH/NIAMS) [C]; Wang, Yan (NIH/NIAMS) [E]; Mao, Su-Yau (NIH/NIAMS) [E]; 
Buschman, Justine (NIH/NIAMS) [E]; Xia, Ashley (NIH/NIAID) [E]; Goldmuntz, Ellen (NIH/NIAID) [E]; 
Peyman, John (NIH/NIAID) [E]; Carter, Robert (NIH/NIAMS) [E]; Katz, Stephen I. (NIH/NIAMS) [E] 
Subject: AMP RA Lupus Chair 


Dear Colleagues, 
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We have just concluded the nomination process for the next NLC Chair. A total of five 
candidates were nominated - we thank those of you who submitted a nomination. The NIAMS 
team held calls with each candidate to discuss their willingness to serve, their vision for the 
Network organization, and the resources that they believe they will need in order to lead the 
NLC successfully. 


We received helpful feedback from all candidates, including the strong recommendation that 
several steps had to be taken by the NLC and the NIH to better assure a successful transition and 
Phase I period. Due to varying reasons, only one candidate felt that the role of the NLC Chair 
could fit into their existing responsibilities for the coming year, thus, Dr. Michael Holers has 
agreed to serve as the next NLC Chair. We are pleased to relay that all other candidates have 
voiced their strong support for his election and leadership. 


We are very enthusiastic and confident that under Mike’s leadership and a reorganized structure 
inclusive of the NLC EC, the Network will continue to make progress towards the AMP 
RA/Lupus goals. 


Sincerely, 


Susana A. Serrate Sztein, M.D. 
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